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L’étude des polymorphismes et des aspects multifactoriels des déterminants de la 
santé suscite un engouement majeur envers la recherche populationnelle en 
génétique et génomique. Cette méthode de recherche requiert cependant la collecte 
et l’analyse d’un nombre élevé d’échantillons biologiques et de données associées, 
ce qui stimule le développement des biobanques. Ces biobanques, composées des 
données personnelles et de santé de milliers de participants, constituent désormais 
une ressource essentielle permettant l’étude de l’étiologie des maladies complexes et 
multifactorielles, tout en augmentant la rapidité et la fiabilité des résultats de 
recherche.  
 
Afin d’optimiser l’utilisation de ces ressources, les chercheurs combinent maintenant 
les informations contenues dans différentes biobanques de manière à créer 
virtuellement des mégacohortes de sujets. Cependant, tout partage de données à 
des fins de recherche internationale est dépendant de la possibilité, à la fois légale et 
éthique, d’utiliser ces données aux fins pressenties. 
 
Le droit d’utiliser les données personnelles, médicales et génétiques de participants 
dans le cadre de recherches internationales est soumis à un ensemble complexe et 
exhaustif d’exigences légales et éthiques. Cette complexité est exacerbée lorsque les 
participants sont décédés. Fondée sur une révision de l’interprétation individualiste du 
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concept de consentement éclairé, ainsi qu’une perspective constructiviste des 
concepts de confiance et d’autonomie, cette thèse se situe au carrefour de la 
recherche, du droit et de l’éthique, et a pour objectif de proposer un modèle 
promouvant l’harmonisation éthique et juridique des données aux fins de recherches 











The study of polymorphisms and multifactorial aspects of health determinants 
enthuses many researchers with regard to populationnal research in genetics and 
genomics. The research method accompanying this field of research, however, 
requires the collection and analysis of a large number of biological samples and 
associated data, which fosters the development of biobanks. Biobanks, which contain 
personal and health data of thousands of participants, are therefore an essential 
resource to study the complex etiology of multifactorial diseases, and increase the 
speed and reliability of results. 
 
To optimize the use of these resources, many researchers now combine information 
from different biobanks to create “virtual” mega-cohorts of research participants. 
Thus, any attempt to share the data for international research is dependent on the 
legal and ethical right to use such data. 
 
Irrespective, the right to use the personal, medical and genetic data of participants in 
the context of international research is subject to complex and comprehensive legal 
and ethical frameworks. This complexity is exacerbated when research participants 
are deceased. Based on a review of the individualistic interpretation of the notion of 
informed consent and a constructivist approach to trust and autonomy, this thesis 
situates itself at the crossroads of research, law and ethics. It aims to propose a 
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« Ce qui donne à un individu sa valeur génétique,  
ce n'est pas la qualité propre de ses gènes.  
C'est qu'il n'a pas la même collection  













Selon la une de la revue TIME (mars 2009),2 la mise en banque de matériel 
biologique et de données associées constitue l’une des dix idées susceptibles de 
transformer notre monde. Regroupant des millions d’échantillons biologiques et de 
données associées,3 ces collections sont désormais une ressource essentielle pour la 
recherche biomédicale, notamment en génétique et en génomique.4   
 
L’émergence des biobanques s’inscrit dans un contexte historique riche, où une 
kyrielle d’événements ont forgé l’état du droit qui les gouverne.  
 
MISE EN CONTEXTE 
De la Grèce antique à aujourd’hui - Au début des temps, Prométhée, fils du Titan 
Japet et de l'Océanide Clyméné, est puni par Zeus pour avoir offert le feu à l'espèce 
humaine. À titre de châtiment, Zeus le fait enchaîner nu à un rocher, où un aigle lui 
                                                 
2
 Alice Park, « Biobanks » (2009) 173 :11 Time 8, en ligne : 
<content.time.com/time/specials/packages/article/0,28804,1884779_1884782_1884766,00.html>.  
3
 À titre d’exemple, voir les catalogues d’études disponibles sur les sites suivants : Maelstrom 
Research, en ligne <www.maelstrom-research.org/studies> ; Public Population Project in Genomics 
and Society – P3G Catalogues, en ligne <p3g.org/resources/biobank-catalogues>.   
4
 Martin Asslaber et Kurt Zatloukal, « Biobanks: transnational, European and global networks » (2007) 
6:3 Brief Funct Genomic Proteomic 193. 
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dévore le foie. Son supplice est infini puisque son foie se régénère chaque nuit.5 Pour 
de nombreux épistémologistes, le Mythe de Prométhée6 (VIIIe siècle avant notre ère) 
constitue le point de départ symbolique des sciences biomédicales, puisqu’il 
démontre la prise de conscience, durant l’Antiquité, de la capacité d’un organe à se 
régénérer. La première recherche médicale n’est toutefois répertoriée qu’en 605 av. 
J.-C., lorsque le roi Babylonien Nebuchadnezzar entreprend de déterminer le régime 
alimentaire le plus approprié pour ses armées. Pour ce faire, il ordonne aux enfants 
de sang royal de ne consommer que viande rouge et vin durant trois années, alors 
qu’un second groupe d’enfants ne doit consommer que pain et eau.7 Mais ce n’est 
qu’au XVIIIe siècle que la recherche biomédicale reçoit ses lettres de noblesse, 
notamment suite aux travaux d’Edward Jenner8 et de Louis Pasteur.9 Ces travaux, 
fondés sur une démarche scientifique rigoureuse, inspirent encore les chercheurs 
d’aujourd’hui. 
 
La naissance de la bioéthique – Au XVIIIe siècle, les pauvres, les enfants, les 
prostituées et les soldats constituent des sujets de prédilection pour les 
expérimentations médicales.10 Les expérimentations non consenties sur ces sujets 
vulnérables ou captifs sont condamnées dès 1840.11 Cependant, le premier code de 
                                                 
5




 Roger Collier, « Legumes, lemons and streptomycin: A short history of the clinical trial » (2009) 180:1 
CMAJ 23. 
8
 Keith Cartwright, « From Jenner to modern smallpox vaccines » (2005) 55:7 OCCUPMED-Oxford 
563. 
9
 Patrice Debré, Louis Pasteur, Paris, Flammarion, 1994. 
10
 Académie Suisse des Sciences Médicales, La recherche avec des êtres humains : Un guide 
pratique, Bâle, Éd. L’Académie Suisse des Sciences Médicales, 2009, à la p. 10.  
11
 Ibid.  
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conduite12 en matière de recherche n’est promulgué qu’en 1900.13 Puis, en 1931, le 
Ministère allemand de l’Intérieur publie les « Directives concernant les nouveaux 
traitements médicaux et la réalisation d’expériences scientifiques sur l’homme »14 qui 
resteront grandement méconnues. 
 
Suite à la Seconde Guerre mondiale, quinze médecins, scientifiques et chefs 
militaires nazis sont condamnés pour avoir effectué des expérimentations auprès des 
prisonniers des camps de Dachau, Sachsenhausen, Natzweiler, Ravensbruck, 
Auschwitz et Buchenwald.15 Il est estimé que ces expérimentations ont entraîné la 
mutilation et le décès de plus de 5000 personnes. En réponse à ces événements, le 
tribunal militaire de Nuremberg édicte le Code de Nuremberg,16 qui énonce les dix 
principes fondateurs de l’éthique de la recherche moderne : 
« 1. The voluntary consent of the human subject is absolutely essential. (…) 
2. The experiment should be such as to yield fruitful results for the good of society, 
unprocurable by other methods or means of study, and not random and unnecessary in 
nature.  
3. The experiment should be so designed and based on the results of animal 
experimentation and a knowledge of the natural history of the disease or other problem 
under study that the anticipated results will justify the performance of the experiment.  
4. The experiment should be so conducted as to avoid all unnecessary physical and 
mental suffering and injury.  
5. No experiment should be conducted where there is an a priori reason to believe that 
death or disabling injury will occur; except, perhaps, in those experiments where the 
experimental physicians also serve as subjects.  
6. The degree of risk to be taken should never exceed that determined by the 
humanitarian importance of the problem to be solved by the experiment.  
7. Proper preparations should be made and adequate facilities provided to protect the 
experimental subject against even remote possibilities of injury, disability, or death.  








 The Nuremberg Code, from Trials of War Criminals before the Nuremberg Military Tribunals under 






8. The experiment should be conducted only by scientifically qualified persons. The 
highest degree of skill and care should be required through all stages of the experiment of 
those who conduct or engage in the experiment.  
9. During the course of the experiment the human subject should be at liberty to bring the 
experiment to an end if he has reached the physical or mental state where continuation of 
the experiment seems to him to be impossible.  
10. During the course of the experiment the scientist in charge must be prepared to 
terminate the experiment at any stage, if he has probably cause to believe, in the exercise 
of the good faith, superior skill and careful judgment required of him that a continuation of 





Publiée en 1964, la première version de la Déclaration d’Helsinki18 précise les 
normes énoncées par le Code de Nuremberg.19 Ensemble, le Code de Nuremberg20 
et la Déclaration d’Helsinki21 déterminent les conditions requises afin qu’une 
recherche soit qualifiée d’éthique.  Ils introduisent notamment l’obligation d’obtenir 
l’approbation d’un comité d’éthique compétent et d’obtenir le consentement libre et 
éclairé du participant.  
 
La génétique - En 1953, la découverte de la structure à double hélice de l’acide 
désoxyribonucléique (ADN) par Crick et Watson22 propulse la recherche biomédicale 
vers de nouveaux horizons. Stimulée par la création de techniques permettant une 
analyse plus rapide et moins coûteuse des différentes composantes du génome 
humain, la recherche en génétique ne cesse de trouver de nouvelles applications. 
Cependant, cette recherche constitue une tâche titanesque, en raison de la présence 




 Association médicale mondiale, Déclaration d’Helsinki de l’Association médicale mondiale : 
Principes éthiques applicables aux recherches médicales sur des sujets humains, 18
e
 AG., Helsinki, 
Association médicale mondiale, 1964, amendée en 1975, 1983, 1989, 1996, 2000, 2002, 2004, 2008 
et 2013. 
19




 Supra note 18. 
22




d’environ 20 000 gènes et de millions d’interactions possibles. De plus, l’utilisation 
d’informations génétiques à des fins de recherche soulève de nombreuses questions 
juridiques et éthiques, non prévues dans la législation et les documents fondateurs de 
la bioéthique.   
 
De nombreux organismes internationaux entreprennent, au milieu des années 1990, 
d’encadrer de manière spécifique la recherche en génétique. Parmi les documents 
édictés, notons le Statement On The Principled Conduct Of Genetics Research 
(1995),23 la Déclaration universelle sur le génome humain et les droits de l'homme 
(1997)24 et le Statement on DNA Sampling: Control and Access (1998).25 Le 
Parlement européen et le Conseil de l’Europe contribuent également à l’encadrement 
de la recherche en génétique, en promulguant la Directive relative à la protection des 
personnes physiques à l'égard du traitement des données à caractère personnel et à 
la libre circulation de ces données (1995)26 et la Convention sur les Droits de 
l'Homme et la biomédecine (1997).27   
 
                                                 
23
 Human Genome Organisation (HUGO), « Statement on the Principled Conduct of Genetics 
Research » (1995) 6 Eubios J Asian Int Bioeth 59.  
24
 Organisation des Nations Unies pour l’éducation la science et la culture (UNESCO), Déclaration 
universelle sur le génome humain et les droits de l'homme, Paris, UNESCO, 1997. 
25
 Human Genome Organisation (HUGO) Ethics Committee, Statement on DNA sampling: control and 
access, London, HUGO, 1998. 
26
 Parlement européen et Conseil, Directive 95/46/CE du Parlement européen et du Conseil, du 
24 octobre 1995, relative à la protection des personnes physiques à l'égard du traitement des données 
à caractère personnel et à la libre circulation de ces données, Luxembourg, EUR-Lex Official Journal 
Legislation 281, 1995. 
27
 Conseil de l’Europe, Convention pour la protection des Droits de l'Homme et de la dignité de l'être 
humain à l'égard des applications de la biologie et de la médecine: Convention sur les Droits de 
l'Homme et la biomédecine, Oviedo, 1997. 
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La génomique - L’automatisation du séquençage génétique et le développement de 
la bio-informatique permettent désormais de cartographier l’ensemble du génome 
humain.35 Débute alors, en 
1990, le Human Genome 
Project (HGP) ayant pour 
objectifs de découvrir la 
séquence des bases 
chimiques constitutives de 
l’ADN, ainsi que d’identifier et 
de cartographier les 20 000  
gènes composant le génome 
humain.36 Plus de 18 pays 
contribuent à la tâche et la 
Human Genome Organisation (HUGO) est constituée afin de faciliter la coordination 
de la recherche internationale en génétique et génomique.37 Quelques années plus 
                                                 
28
 À ce sujet, voir également : Martin N Fransson et al., « Toward a common language for 
biobanking », (2015) 23 Eur J Hum Gen 22. 
29
 Réseau de médecine génétique appliquée (RMGA), Énoncé de principes sur l’utilisation secondaire 
de données et de matériel biologique recueillis dans un contexte de soins ou de recherche, Montréal, 
2010, à la p. 6. 
30
 Public Population Project in Genomics and Society - P3G Lexicon, en ligne < www.p3g.org/biobank-
lexicon#c>. 
31








 John Sulston et Georgina Ferry, The Common Thread: A Story of Science, Politics, Ethics, and the 
Human Genome, Washington, Joseph Henry Press, 2002 ; Committee on Mapping and Sequencing 
the Human Genome, National Research Council, Mapping and Sequencing the Human Genome, 
Washington, National Academies Press, 1988. 
36
 Victor K. McElhenry, Drawing the Map of Life: Inside the Human Genome Project, New York, Basic 
Books, 2010. 
37
 Human Genome Organisation, en ligne : <www.hugo-international.org/index.php>. 
TABLEAU I : LEXIQUE
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Biobanque Le terme « biobanque » signifie une collection 
organisée et structurée de matériel biologique 
humain et de renseignements personnels associés 
conservés afin de constituer une ressource 
accessible pour les analyses cliniques et pour la 
recherche.
29
 Dans ce document, les termes 
« biobanque », « banque de données », « étude », 
« cohorte » et « ressource » sont utilisés de façon 
interchangeable. 
Consentement Expression libre et éclairée des volontés de la 
personne, ou de son représentatnt légal, concernant 






Utilisation du matériel biologique et/ou des 
renseignements personnels décidée antérieurement 






Utilisation des renseignements personnels décidée 





Utilisation des renseignements personnels à des 







Utilisation à des fins différentes de celles pour 
lesquelles la collecte des renseignements 
personnels est effectuée, et décidées après que la 






tard, la mise en place d’un projet parallèle privé, financé par Celera Genomics 
Corporation, lance la course au génome humain.   
 
En février 2001, deux articles scientifiques présentent une analyse préliminaire du 
génome38 et décrivent environ 83% de sa constitution.  Depuis, de nombreux 
chercheurs ont contribué à son décryptage complet.39   
 
Les biobanques – Ces découvertes donnent un nouvel essor à la génomique et 
stimulent la recherche de variations entre différents génomes (polymorphismes) ainsi 
que l’étude des liens entre ces variations et une susceptibilité (ou résistance) accrue 
envers certaines maladies.40   
 
L’étude des aspects multifactoriels des déterminants de la santé suscite un 
engouement envers la recherche populationnelle en génétique et génomique, qui 
entraîne à son tour le développement des biobanques.41  En effet, la recherche 
populationnelle requiert la collecte et l’analyse d’un nombre élevé de données, afin 
d’identifier et de comparer, à grande échelle, les facteurs génétiques influençant la 
santé. 
                                                 
38
 International Human Genome Sequencing Consortium, « Initial sequencing and analysis of the 
human genome », (1991) 409 Nature 860 ; J. Craig Venter et al., « The Sequence of the Human 
Genome », (1991) 291:5507 Science 1304. 
39
 À cet effet, voir : Landmark HGP Papers, en ligne 
<www.ornl.gov/sci/techresources/Human_Genome/project/journals/journals.shtml>. 
40
 Alex Mauron, « Introduction : Biobanks, Genomics, and Research - A nightmare for Public Policy 
Makers? », dans Bernice Elger et al., dir,  Ethical Issues in Governing Biobanks, Hampshire, Ashgate, 
2008. 
41
 Anne Cambon-Thomsen, Emmanuelle Rial-Sebbag et Bartha Maria Knoppers, « Trends in ethical 




Les données personnelles et de santé constituent donc une ressource essentielle 
pour la recherche, en permettant l’étude de l’étiologie des maladies complexes et 
multifactorielles, tout en augmentant la rapidité et la fiabilité des résultats de 
recherche.   
 
Depuis plus de deux décennies, les biobanques contribuent à l’essor de la recherche 
biomédicale et au développement de nouvelles connaissances. Forte de cette 
réussite, la communauté scientifique ne cesse de développer de nouvelles 
biobanques, dont certaines contiennent les données d’une partie importante de la 
population nationale.42 
 
En 2003, une étude du EUROGENEBANK Consortium dressait un premier portrait 
exhaustif de la mise en banque de données et de matériel biologique en Europe43 et 
établissait à plus de 3 300 000 le nombre d’échantillons biologiques (ADN, sang et 
tissus)44 contenus dans les biobanques européennes. En comparaison, le catalogue 
d’études du Public Population Project in Genomics and Society (P3G), qui répertorie 
uniquement les biobanques de plus de 10 000 participants, établit aujourd’hui ce 
                                                 
42
 À titre d’exemple, voir le projet québécois CARTaGENE, en ligne <www.cartagene.qc.ca> ; UK 
Biobank, en ligne <www.ukbiobank.ac.uk> ; et le Estonian Genome Center, en ligne 
<www.geenivaramu.ee/en>. 
43
 Isabelle Hirtzlin et al., « An empirical survey on biobanking of human genetic material and data in six 
EU countries », (2003) 11 Eur J Hum Gen 475. 
44
 Ibid., à la p.479.  
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nombre à près de 13 millions.45 Les biobanques couvrent désormais l’ensemble de la 
planète, même l’Antarctique.46 
 
Une littérature exhaustive démontre que le développement des biobanques est 
associé à l’émergence de questionnements juridiques et éthiques propres à la 
recherche en génétique et génomique.47 En effet, les cadres normatifs généraux 
s’appliquent difficilement aux biobanques.48 À titre d’exemple, tandis que les règles 
en matière de protection des renseignements personnels protègent les données de 
nature identificatoire49, le mode de conservation des données de recherche peut 
prendre diverses formes, notamment « identificatoires », « codées », 
« anonymisées » ou « anonymes »50. Ces variations complexifient l’adéquation des 
                                                 
45
 Public Population Project in Genomics and Society – P3G Observatory, en ligne 
<www.p3gobservatory.org/study/statistics.htm>. 
46
 Eric M. Meslin et Kenneth Goodman, Biobanks and Electronic Health Records: Ethical and Policy 
Challenges in the Genomic Age, Indianapolis, Center for Applied Cybersecurity Research - Indiana 
University, 2009. 
47
 À cet égard, voir notamment: Jennifer R Harris et al.,  « Toward a roadmap in global biobanking for 
health » (2012) 20:11 Eur J Hum Gen. 1105 ; Flora Colledge, Bernice S Elger et Heidi C Howard, « A 
review of the barriers to sharing in biobanking » (2013) 11:6 Biopreserv Biobank. 339 ; Supra note 41 ; 
Timothy Caulfield et al., « A review of the Key Issues Associated with the Commercialization of 
Biobanks » (2014) 1:1 JL and Biosciences 94 ; William Grizzle et al., « What are the most oppressing 
legal and ethical issues facing biorepositories and what are some strategies to address them? » (2011) 
9:4 Biopreserv Biobank. 317 ; Bartha M. Knoppers, « Privacy, Confidentiality, and Health Research » 
(2013) 42:1 Intl J Epid 359 ; Christine Noiville, « Biobanks for research. Ethical and legal aspects in 
human biological samples collections in France » (2012) 23:2 J Int Bioethique 165 ; Clarissa Allen, 
Yann Joly et Palmira Granados Moreno, « Data Sharing, Biobanks and Informed Consent: A Research 
Paradox? » (2013) 7:1 McGill JL & Health 85. 
48
 Ruth Chadwick et Kåre Berg, « Solidarity and equity : new ethical frameworks for genetic 
databases », (2001) 2 :4 Nat Rev Genet 318. 
49
 Par exemple, voir l’art. 54 de la Loi sur l'accès aux documents des organismes publics et sur la 
protection des renseignements personnels, LRQ A-2.1.  
50
 Conseil de recherches en sciences humaines du Canada, Conseil de recherches en sciences 
naturelles et en génie du Canada, Instituts de recherche en santé du Canada : Énoncé de politique 
des trois Conseils : Éthique de la recherche avec des êtres humains, décembre 2014, à la p. 63 ; 
International Conference on Harmonisation of Technical Requirements for Registration of 
Pharmaceuticals for Human Use, E15 Definitions for Genomic Biomarkers, Pharmacogenomics, 
Pharmacogenitics, Genomic Data and Sample Coding Categories, Novembre 2007, en ligne : 
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règles en matière de protection des renseignements personnels et les pratiques des 
biobanques (voir Tableau II). 
 
TABLEAU II : Modlités de conservation des données51 
Catégories  Lien entre les 
identifiants 
personnels du 
sujet et les 
données 
Retour au sujet 
(actions possibles, 
incluant par 
exemple : retrait 






















de santé  
Codé Simple Oui 
(indirectement) 
Permet au sujet 
d’être identifié (via 
une clé de codage 
simple) 
Oui Oui Standard à la 
recherche 
clinique 
Double Oui (très 
indirectement) 
Permet au sujet 
d’être identifié (via 
2 clés de codage 
spécifiques) 






Ne permet pas la 
ré-identification du 
sujet puisque les 
clés de codage 
ont été détruites 
Non Non Les données 
ne sont plus 
liées au 
participant en 
raison de la 
destruction des 
clés de codage 
Anonyme Non 
Ne permet pas 
d’identifier le sujet 
puisque les 
identifiants n’ont 
pas été collectés 
Non Non Les données 
n’ont jamais 
été liées au 
sujet 
 




 Traduction libre et adaptation du tableau retrouvé au document International Conference on 
Harmonisation of Technical Requirements for Registration of Pharmaceuticals for Human Use, E15 
Definitions for Genomic Biomarkers, Pharmacogenomics, Pharmacogenitics, Genomic Data and 
Sample Coding Categories, Ibid.  
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Il en est de même eut égard au consentement à la recherche. Alors que la doctrine 
classique en matière de consentement impose au chercheur d’informer le participant 
pressenti des objectifs précis de la recherche, cette obligation s’intègre mal à la 
réalité des biobanques populationnelles qui, par nature, comportent des objectifs de 
recherche larges.52 De plus, l’obtention du consentement des participants pour tout 
nouvel usage de leurs données est souvent impossible en raison du nombre élevé de 
participants et de la durée de conservation des données.53  
 
Ainsi, il est difficile d’appliquer les normes juridiques et éthiques encadrant la 
recherche biomédicale à la réalité des biobanques. Ces difficultés proviennent 
principalement des tensions entre, d’une part, le respect de l’autonomie et des droits 
individuels véhiculé par la doctrine classique en éthique de la recherche et, d’autre 
part, les objectifs populationnels des biobanques.54 Ces tensions surgissent 
notamment en matière de consentement, de droit de retrait, d’utilisation secondaire, 
de confidentialité et du retour des résultats55, ébranlent les fondements mêmes de 
l’éthique de la recherche et imposent la création de normes éthiques spécifiques, 
propres aux banques de données génétiques.  
 
Afin de répondre à ces préoccupations, plusieurs organisations internationales ont 
publié des directives spécifiques aux biobanques. Ainsi, une troisième vague 
                                                 
52
 Supra note 40, à la p. 2. 
53
 Wendy Lipworth, Rachel Ankeny et Ian Kerridge, « Consent in crisis : the need to reconceptualize 
consent to tissue banking research », (2006) 36:2 Intern Med 124. 
54
 Bartha Maria Knoppers, « Of genomics and public health : Building public ‘goods’? », (2005) 173:10 
CMAJ 1185; supra note 40, à la p. 2. 
55
 Supra note 41. 
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normative déferle au début des années 2000, entraînant la publication de nombreux 
textes de type « soft law »56, auxquels s’ajoutent quelques documents 
internationaux57. 
 
Bien que ces nouvelles normes encadrent les activités des biobanques, le caractère 
international de la recherche en génétique complexifie une fois de plus la question. 
 
Les consortiums internationaux - Des millions d’informations de nature personnelle 
et médicale sont actuellement conservées dans les biobanques. Cependant, le coût 
important de la collecte et de la conservation des informations, la complexité de 
l’analyse de ces données et le nombre élevé de sujets nécessaires afin d’obtenir la 
validité scientifique des résultats militent en faveur de la création de partenariats 
entre chercheurs locaux, nationaux et internationaux, afin de réaliser des objectifs de 
recherche communs.58  
 
                                                 
56
 Notamment : Council for International Organizations of Medical Sciences (CIOMS) in collaboration 
with the World Health Organization (WHO), International ethical guidelines for biomedical research 
involving human subjects, Geneva, WHO, 2002 ; World Medical Association,The World Medical 
Association declaration on ethical considerations regarding health databases, Washington, 53rd WMA 
General Assembly, Washington, 2002; Human Genome Organisation Ethics Committee, Statement on 
human genomic database, London, HUGO, 2002 ; United Nations Educational, Scientific and Cultural 
Organization, International declaration on human genetic data, Paris, UNESCO, 2003 ; United Nations 
Educational Cultural Scientific Organization, Universal declaration on bioethics and human rights, 
Paris, UNESCO, 2005 ; Council for International Organizations of Medical Sciences (CIOMS) in 
collaboration with the World Health Organization (WHO), International ethical guidelines for 
epidemiological studies, Geneva, WHO, 2008. 
57
 Notamment: Conseil de l’Europe, Protocole additionnel à la Convention sur les Droits de l'Homme et 
la biomédecine, relatif à la recherche biomédicale, Strasbourg, 2005. 
Conseil de l’Europe, Recommandation Rec(2006)4 du Comité des Ministres aux États membres sur la 
recherche utilisant du matériel biologique d’origine humaine, adoptér par le Comité des Ministres le 15 
mars 2006. 
58
 Paul Burton et al., « Size matters: Just how big is BIG? Quantifying realistic sample size 
requirements for human genome epidemiology » (2009) 38 Intl J of Epid 263. 
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La communauté scientifique démontre donc une forte volonté de mettre en commun, 
parfois même virtuellement, ces ressources59 de manière à obtenir une puissance 
statistique optimale en de plus courts délais et à moindres frais.60 Ces regroupements 
donnent naissance aux banques virtuelles de mégadonnées (‘Big Data’) dédiées à la 
recherche.61 
 
Cette volonté se manifeste particulièrement par l’émergence de partenariats 
internationaux de banques de données génétiques, tels que les consortiums 
ENGAGE62 et BioSHaRE.EU63. 
 
Le European Network for Genetic and Genomic Epidemiology (ENGAGE) est un 
projet de recherche financé par la Commission européenne (2007 à 2013). Ce 
consortium, composé de 25 partenaires situés dans 13 pays, a pour objectif de 
traduire la richesse des données issues de recherches antérieures en informations 
pertinentes pour de futures applications cliniques. ENGAGE vise à intégrer et 
analyser les données de plus de 600 000 personnes64 afin d'identifier un grand 
                                                 
59
 Supra note 41 ; Bartha Maria Knoppers, Ma’n H. Zawati et Emily S. Kirby, « Sampling Population of 
Humans Across the World : ELSI Issues », (2012) 13 Annu Rev Genomics Hum Genet 395. 
60
 Ibid.  
61
 Ivan Merelli et al., « High-performance computing and big data in omics-based medicine », (2014) 
Biomed Res Int 2014: 825649. Published online 2014 Dec 22. doi: 10.1155/2014/825649 ; Jonathan A 
Cook et Gary S Collins, « The rise of big clinical databases » (2015) 102 BJS e93 ; Laura A Baker, « 
Do our "big data" in genetic analysis need to get bigger? », (2014) 51 Psychophysiology 1321. 
62
 European Network for Genetic and Genomic Epidemiology (ENGAGE), (FP7/2007-2013), grant 
agreement HEALTH-F4-2007-201413. 
63
 Biobank Standardisation and Harmonisation for Research Excellence in the European Union 
(BioSHaRE.EU), (FP7/2010-2015), grant agreement FP7-HEALTH 2010-261433. 
64




nombre de gènes de susceptibilité qui influencent les traits métaboliques, 
comportementaux et cardio-vasculaires.   
 
Le Biobank Standardisation and Harmonisation for Research Excellence in the 
European Union (BioSHaRE.EU) est également un projet de recherche financé par la 
Commission européenne (2010 à 2015). Consortium constitué de biobanques et des 
chercheurs internationaux, BioSHaRE.EU a pour mission d'assurer le développement 
de mesures harmonisées et d’infrastructures informatiques standardisées, permettant 
la mise en commun de données déjà recueillies. BioSHaRE.EU constitue l’un des 
plus grands ensembles de données jamais réalisé en génétique humaine, soit les 
données de près de 2 millions de participants, contenues dans 18 biobanques situées 
dans neuf pays.65 
 
Les travaux de ces deux consortiums démontrent clairement que la mise en commun 
des données de recherche élargit exponentiellement la sphère des connaissances.66 
 
L’harmonisation et l’interopérabilité - Une utilisation combinée des données 
recueillies par plusieurs biobanques nécessite toutefois un travail préalable 
d’harmonisation, afin d’assurer la qualité des résultats de recherche. L’harmonisation 
des données déjà recueillies constitue un processus scientifiquement valide 
                                                 
65
 Biobank Standardisation and Harmonisation for Research Excellence in the European Union 
(BioSHaRE.EU), en ligne <www.bioshare.eu/content/agenda-and-presentations-annual-meeting>. 
66
 Travis B Murdoch et Alan S Detsky, « The inevitable application of big data to health care » (2013) 
309:13 JAMA 1351; 
 
Innovative Medicines Initiative, Code of Practice on Secondary Use of Medical 
Data in Scientific Research Projects (Final Draft) 2014. 
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permettant d’ajuster les incohérences entre différents ensembles de données afin de 
les rendre compatibles.  
 
Cependant, l’harmonisation constitue un exercice laborieux en raison l’hétérogénéité 
entre les méthodes, mesures et procédures utilisées lors de la collecte initiale de 
données. Des méthodes rigoureuses ont donc été développées par différentes 
organisations afin d’assurer une utilisation optimale des données. À titre d’exemple, 
la plateforme Maelstrom Research67 a développé divers outils et programmes 
informatiques à l’intention des chercheurs, afin de promouvoir une méthode 
systématique d’harmonisation des données.68 Cette interopérabilité, si essentielle aux 
activités des consortiums internationaux de recherche, est atteinte lorsque :  
 
“samples and scientifically relevant data [that] have been obtained, processed and stored 
under analytical conditions and within an ethical and legal framework that allow 
interested researchers to easily combine them with related items from other 
biobanks”
69
[les caractère gras ont été ajoutés afin de mettre l’emphase sur une partie de 
la citation] 
 
L’interopérabilité des données ne constitue donc pas une méthode fondée 
uniquement sur des préceptes scientifiques, mais également éthiques et légaux.  
Ainsi, toute harmonisation est dépendante de la disponibilité, à la fois légale et 
éthique, de ces données.  
                                                 
67
 Maelstrom Research, en ligne <www.maelstrom-research.org>. 
68
 Dany Doiron et al., « Data harmonization and federated analysis of population-based studies: the 
BioSHaRE project » (2013) 10 Emerg Themes Epidemiol 12 ; Isabel Fortier at al., « Harmonizing data 
for collaborative research on aging: why should we foster such an agenda? » (2012) 31:1 Can J Aging 
95 ; Isabel Fortier et al., « Invited commentary: consolidating data harmonization—how to obtain 
quality and applicability? » (2011) 174:3 Am J Epidemiol 261 ; Isabel Fortier et al., « Is rigorous 
retrospective harmonization possible? Application of the DataSHaPER approach across 53 large 
studies International » (2011) 40:5 Intl J Epidemiol 1314. 
69
 Michael Kiehntopf et Michael Krawczak, « Biobanking and international interoperability: samples » 




Cette disponibilité légale et éthique des données est grandement influencée par les 
cadres normatifs et éthiques en vigueur. Par exemple, alors que l’utilisation primaire 
(consentie) des données soulève peu d’enjeux juridiques et éthiques, l’utilisation 
secondaire contrevient, en principe du moins, aux normes édictées afin de préserver 
l’autonomie, la confidentialité et la vie privée des participants à la recherche, telles 
que généralement exprimées par la notion de consentement libre et éclairé.  
Cependant, en raison de la nature même des biobanques, le recontact et le 
reconsentement des participants est souvent irréaliste.70 Un tel recontact est parfois 
même impossible, entre autres à l’égard des participants décédés depuis la cueillette 
initiale des données.71 
 
OBJECTIF DE RECHERCHE 
En l’absence de consentement, normes éthiques et cadres légaux uniformes, 
l’évaluation de la disponibilité éthique et juridique des données aux fins de 
recherches internationales s’avère une tâche titanesque, devant être répétée pour 
chacun des projets réalisés par ces consortiums. Cette évaluation requiert une 
analyse comparative des formulaires de consentements des différentes biobanques 
et des cadres normatifs, à la fois nationaux et internationaux, encadrant l’utilisation 
des renseignements personnels aux fins de recherche.  À cet égard, toute différence 
                                                 
70
 Instituts de Recherche en Santé du Canada, Pratiques exemplaires des IRSC en matière de 
protection de la vie privée dans la recherche en santé, Ottawa, Travaux publics et Services 
gouvernementaux Canada, 2005, à la p. 7. 
71
 Ibid. à la p. 6. 
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entre ces cadres normatifs est susceptible de freiner la recherche et le 
développement de nouvelles connaissances.  
 
Puisque l’évaluation de la disponibilité éthique et juridique des données est effectuée 
au cas par cas, selon les besoins de chaque projet, il est impossible pour un 
chercheur de savoir, en amont, si certaines données peuvent être utilisées lors de 
recherches rétrospectives, ou de savoir si les données issues de différentes 
biobanques peuvent être légalement et éthiquement combinées afin de créer un 
ensemble de données plus important.  
 
Ainsi, l’utilisation secondaire des données dans le cadre de consortiums 
internationaux de recherche en génétique soulève deux problématiques étroitement 
liées, bien que contradictoires, soit, d’une part, la nécessité de dissocier l’individu du 
sort de ses données afin d’en optimiser l’usage (dissociation) et, d’autre part, 
l’exigence de partager uniquement les données éthiquement et juridiquement 
disponibles à la recherche (harmonisation).  Cette dualité est amplifiée par le décès 
du participant. 
 
En réponse à ces problématiques, la présente thèse vise à proposer un cadre de 
métagouvernance fondé sur un processus rigoureux, permettant d’identifier le degré 
d’interopérabilité normative et éthique des données dans le cadre de consortiums 




PLAN DE RÉDACTION  
Afin d’ancrer notre propos, nous étudierons au Titre Liminaire les aspects juridiques 
et éthiques liés à l’utilisation secondaire des données de personnes décédées. Cette 
problématique illustre parfaitement les difficultés d’amarrage des normes 
internationales et des droits nationaux en la matière, ainsi que les questionnements 
éthiques qui en découlent.  Ce Titre Liminaire révèlera également le processus 
normatif permettant de déterminer si les données peuvent être utilisées à des fins de 
recherche. 
 
Le premier titre de cette thèse adressera la problématique de dissociation entre le 
participant à la recherche et ses données et permettra de raffiner les modalités de 
mise en œuvre du processus identifié au Titre Liminaire. Plus précisément, le premier 
chapitre de ce titre dressera un portrait des normes internationales et nationales de 
cinq pays (Australie, Canada, France, États-Unis et Royaume-Uni) afin d’identifier les 
points de convergence et de divergence. Ce chapitre abordera notamment les 
normes relatives à l’utilisation secondaire des données et la dispense de 
consentement. Par la suite, le second chapitre de ce titre présentera une étude 
exhaustive des formulaires de consentement utilisés par les biobanques membres du 
consortium ENGAGE, ainsi qu’une analyse des différentes modalités mises en place 
en matière de consentement, de recontact et de reconsentement. 
 
Le second titre de cette thèse adressera quant à lui les problématiques 
d’harmonisation et de disponibilité éthique et juridique des données. Au premier 
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chapitre de ce titre, les concepts d’unification, de standardisation et d’harmonisation, 
issus du droit international, seront étudiés afin de déterminer l’approche conceptuelle 
la mieux adaptée au contexte de la recherche en génétique. Une méthodologie 
permettant d’évaluer le degré d’interopérabilité éthique et juridique des données sera 
développée au second chapitre, de manière à créer un cadre de métagouvernance 
permettant de faciliter la prise de décision en matière d’utilisation des données à des 
fins de recherches.  
 
Cette thèse se veut à la fois théorique et pragmatique. En effet, les consortiums 
internationaux de recherche en génétique sont actuellement confrontés à la 
problématique de la multiplicité des normes internationales et nationales. Nous 
tenterons donc de créer un guide concret permettant aux consortiums d’optimiser 




Le caractère international des échanges de renseignements personnels à des fins de 
recherche semble dissocier le participant de l’utilisation de ses données. Le 
participant n’est alors conceptuellement plus considéré comme une personne titulaire 
du droit de consentir de façon libre et éclairée à chacune des nombreuses utilisations 
potentielles de ses données, mais plutöt une source d’informations nécessaire à la 
réalisation de multiples projets de recherche, au bénéfice de la société. Une telle 
dissociation entre la personne et ses données nécessite toutefois une révision de 
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l’interprétation individualiste de la notion de consentement éclairé, ainsi qu’une 
perspective constructiviste des concepts de confiance et d’autonomie. 
 
Une telle conceptualisation de la participation à la recherche fut initialement 
développée par Onora O’Neill dans ses ouvrages Rethinking Informed Consent in 
Bioethics72 et Autonomy and Trust in Bioethics.73 Selon ce cadre théorique, 
l’interprétation restrictive et individualiste du principe d’autonomie et de la notion de 
consentement éclairé est inadéquate puisqu’elle minimise le rôle du lien de confiance 
entre le participant et l’institution de recherche : « Autonomy has been a leading idea 
in philosophical writing on bioethics; trust has been marginal74 ». Ainsi, le 
développement d’une réelle relation de confiance permet d’ancrer l’autonomie de la 
personne dans un contexte non individualiste, et l’obtention d’un consentement large 
et inclusif : 
 
 “Once we interpret autonomy simply as the independence from others, or from other’s 
views or their preferences, the tension between autonomy and trust is unsurprising. Trust 
is more readily placed in others whom we can rely on to take our interest into account, to 
fulfil their role, to keep their parts in bargains. Individual autonomy is most readily 




Afin de développer ce lien de confiance et de permettre une interprétation non 
individualiste de l’autonomie du participant, il s’avère toutefois nécessaire de 
développer une structure de gouvernance susceptible de répondre aux nombreux 
                                                 
72
 Neil C. Manson et Onora O’Neill, Rethinking Informed Consent in Bioethics, Cambridge, Cambridge 
University Press, 2007. 
73
 Onora O’Neill, Autonomy and Trust in Bioethics, Cambridge, Cambridge University Press, 2002. 
74
 Ibid. à la p. ix 
75
 Ibid. à la p. 24. 
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défis, à la fois juridiques et éthiques, soulevés par la recherche. Ainsi protégé par un 
cadre de gouvernance adéquat, le participant peut, en toute confiance, consentir 
librement à la dissociation entre sa personne et ses données, et autoriser l’utilisation 
de ses données dans une multitude de recherches non spécifiquement définies au 
moment du consentement.  
 
Un tel changement de paradigme préconise donc le développement d’un système de 
gouvernance susceptible de favoriser le développement du lien de confiance entre 
les participants et les institutions de recherche (dans notre cas, les biobanques), afin 
qu’ils offrent un consentement large, non individualiste, de l’utilisation de leurs 
données à des fins de recherche internationale. L’émergence de tels 
métaparticipants, dissociés du sort de leurs données, nécessite cependant le 
développement de cadres de métagouvernance respectueux du droit et de l’éthique.  
 
Afin d’aborder les dilemmes éthiques soulevés par l’utilisation secondaire des 
données et la dissociation entre l’individu et ses informations, un cadre théorique issu 
de l’éthique de la recherche biomédicale, soit l’interprétation contemporaine du 
principisme développé par Beauchamps et Childress76, sera également utilisé. 
 
                                                 
76
 Tom L. Beauchamp and James F. Childress, Principles of Biomedical Ethics, 6e éd., Oxford, Oxford 
University Press, 2008.  
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Révélé par le rapport Belmont77 et articulé par Beauchamp et Childress78, le 
principisme constitue la clé de voûte de l’éthique de la recherche contemporaine. 
Selon ce cadre théorique, le caractère éthique d’une action peut être révélé par 
l’analyse de principes fondamentaux, notamment l’autonomie, la bienfaisance, la non-
malfaisance et la justice, pour ne citer que les plus utilisés.79 Il importe cependant de 
souligner que ces principes, développés aux États-Unis, ont trouvé peu d’échos dans 
certains pays d’Europe,80 où la littérature propose des principes alternatifs tels que la 
dignité, la précaution, la solidarité et la subsidiarité.81  
 
Cette thèse s’inscrit donc dans une perspective constructiviste et dans un contexte 
d’émergence du droit. Nous estimons également que les résultats de nos recherches 
spécifiques sur les consortiums de recherche permettront d’éclairer la problématique 
plus large de l’interopérabilité des normes internationales et de droits nationaux dans 
le cadre de recherches internationales.  
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TITRE LIMINAIRE. L’UTILISATION SECONDAIRE ET LES PERSONNES 
DÉCÉDÉES 
 
Ce Titre Liminaire se positionne quelque peu en aparté du propos principal de cette 
thèse, en ce qu’il présente un tour d’horizon des problématiques éthiques et 
juridiques soulevées par la mise en banques des donnée de recherche, mais selon la 
perspective spécifique des personnes décédées. Cette perspective illustre 
parfaitement les difficultés d’amarrage des normes internationales et droits nationaux 
en la matière, ainsi que les questionnements éthiques et juridiques qui en découlent.  
Par l’usage d’un cas spécifique, le présent titre permet également de mettre en 
exergue les normes communes sous-jacentes encadrant l’utilisation secondaire des 
données de recherche.  De plus, le cas particulier des personnes décédées sera 
utilisé au fil de cette thèse afin d’illustrer et éclairer notre propos. 
 
Le bref retour historique réalisé en introduction démontre clairement que le 
développement des biobanques soulève des questions juridiques et éthiques 
relatives à la conservation et à l’usage, à long terme, des informations provenant de 
participants. Ces questions sont exacerbées par le décès de ce dernier. Ainsi, non 
seulement le décès d’un participant contribue-t-il à hausser le degré de complexité 
des questions soulevées par la conservation d’informations personnelles, mais 
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soulève également des questions juridiques distinctes en raison de la nature familiale 
des informations génétiques.82  
 
Les discussions entourant l’utilisation secondaire post mortem des informations 
révèlent donc les frictions entre les droits et intérêts de la personne décédée et ceux 
des membres de sa famille, ainsi que les incertitudes quant au poids à donner aux 
droits et intérêts de la personne décédée. En effet, au décès, l’équilibre entre les 
droits et intérêts de la personne décédée et ceux des membres de la famille 
change.83 Peu de doctrine traite de ce nouvel équilibre. 
 
En droit québécois, la naissance vivante et viable entraîne l’apparition de la 
personnalité juridique (rétroactive à la conception pour certains droits), alors que le 
décès entraîne son extinction.84 Bien que le décès entraîne l’extinction immédiate des 
droits patrimoniaux de la personne décédée, certains droits de la personnalité 
persistent. Il en est ainsi du droit au respect des volontés de la personne décédée 
(ex. successions), au respect de son intégrité physique (ex. don d’organes, 
disposition du corps, etc.) et de son intégrité morale (ex. réputation, vie privée, 
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confidentialité). Dans le contexte de la recherche biomédicale, ces droits se 
traduisent par une protection contre une utilisation non consentie des informations 
déjà recueillies (c’est-à-dire incompatible avec les volontés exprimées ante mortem) 
et une protection contre l’atteinte à la vie privée.85   
 
D’une part, il appert ainsi évident qu’une personne décédée demeure, à certains 
égards, sujet de droit. D’autre part, les débats sur la persistance des « intérêts » de la 
personne décédée et sur la possibilité de préjudicier une personne suite à son décès 
demeurent non résolus86. Cependant, les informations relatives à une personne 
décédée doivent être traitées avec respect, puisqu’ils représentent la personne ante 
mortem, du moins pour les membres de sa famille.   
 
Une abondante littérature traite des aspects juridiques et éthiques de l’utilisation des 
données génétiques en recherche87. Cependant, très peu d’auteurs ont traité du cas 
particulier des personnes décédées. Rédigé par l’auteure de cette thèse, l’article 
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intitulé « Biobanking and Deceased Persons », publié en juillet 2011 dans le journal 
Human Genetics88, illustre la complexité de cette question, mais démontre également 
certaines pistes de convergence applicables à l’ensemble de la population et 
susceptibles d’éclairer le débat sur l’utilisation des données en recherches. 
 
     
 
Biobanking and Deceased Persons 




Early biomedical research focused primarily on the study of specific diseases or sets 
of diseases within small groups of living research participants. Accordingly, the first 
ethical frameworks governing biomedical research addressed short-term, limited-
scope research involving living research participants. Due to recent interest in 
longitudinal population studies and biobanking, research is increasingly long term. 
This shift raises several ethical and legal issues concerning the impact of a 
participant’s death on research. This paper offers an overview of these issues in the 
context of longitudinal biobanking genetic research. Our first part outlines the legal 
and ethical frameworks that govern the effect of the participants’ death on consent. 
This will be followed by an analysis of the legal and ethical frameworks that govern 
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the secondary use of deceased participants’ data and samples and the return of 
deceased participants’ individual research results to biological family members. In our 
second part, we will review the current literature and discuss the above mentioned 




Early biomedical research focused primarily on the study of specific diseases or sets 
of diseases within small groups of living research participants. Accordingly, the first 
ethical frameworks governing biomedical research addressed short-term and limited-
scope research involving living research participants. However, the death of research 
participants has become increasingly relevant given the recent growth in longitudinal 
population studies and long term biobanking. This trend explains the uncertainty 
surrounding the fate of previously collected samples and data upon the death of the 
research participant, even if they were collected under a valid consent. While not only 
contributing layers of complexity to long-recognized issues, the death of a research 
participant raises numerous and, as of yet, unexplored ethical and legal issues. 
 
This article focuses on the situation of using identifiable or coded samples and data of 
deceased persons in which free and informed consent to biobanking research has 
already been provided, as well as access to identifiable or coded archived samples 
from deceased persons for research. The latter is necessary as most normative 
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instruments only cover this issue. While the policies of biobanks may foresee the fate 
of such samples and data, only a few do so (Tassé et al. 2010). 
 
Genetic research raises a particular set of issues since, by its very nature, it could 
impact not only on the participant, but also on biological family members. Samples 
could reveal sensitive information about the entire family. Indeed, while potentially 
beneficial (e.g. return of research results), genetic information can just as easily harm 
related family members (e.g. public disclosure). 
 
This paper offers an overview of the legal and ethical issues raised by the death of 
research participants in the context of longitudinal biobanking genetic research. The 
first part outlines the legal and ethical frameworks that govern the effect of the death 
of a research participant on the consent already provided. More generally, 
international ethical guidelines governing research and biobanking, American and 
Canadian federal legislation and guidelines governing research, and biobank consent 
forms and information documents were studied. Following this, the international legal 
and ethical frameworks governing the secondary use of deceased participants’ data 
and samples and the return of deceased participants’ individual research results to 
biological family members were analyzed. In the second part, we will review the 
current literature and briefly discuss these issues using the bioethics ‘‘principlism’’ 
theory before concluding. 
  





To meet our objectives, we undertook a systematic analysis of relevant international, 
American and Canadian federal legal and ethical guidelines governing biobanking 
and genetic research. We conducted a structured analysis of Canadian and American 
federal legislation and regulations available on the following official web sites: 
Canadian Legal Information Institute—CanLII (Canada)[1] and USA.Gov (United 
States)[2]. Relevant international documents and guidelines were identified with the 
HumGen International database,[3] official websites of the Council of Europe[4] and 
various international organizations governing the ethical conduct of research. We also 
analyzed published literature from Pubmed[5] and Google Scholar[6] databases. 
 
Different variations of the following keywords were used for our searches, either alone 
or in conjunction: [‘research’] and/or [‘samples’ and/or ‘data’ and/or ‘information’] 
and/or [‘consent’] and/or [‘genetics’ and/or ‘medical’ and/or ‘health’] and/or [‘biobank’ 
and/or ‘hospital’ and/or ‘repository’ and/or ‘file’] and/or [‘secondary’ and/or ‘use’] 
and/or [‘return’ and/or ‘results’ and/or ‘finding’] and/or [‘dead’ and/or ‘death’ and/or 
‘deceased’]. Consent forms and information documents of 54 biobanks were also 
analyzed, including 52 biobank members of the European Network for Genetic and 
Genomic Epidemiology (ENGAGE),[7] as well as the Canadian CARTaGENE 
project[8] and the UK Biobank[9]. This review includes documents written in or 
translated into English or French, before February 15, 2011. 





I. REVIEW OF THE LEGAL AND ETHICAL FRAMEWORK  
 
A. Death and consent 
 
For more than half a century, individual, free and informed consent has been 
considered the ‘‘gold standard’’ or the ‘‘pillar’’ of research ethics (Elger 2008). 
Developed following the revelation of major research misconduct by the Nuremberg 
War Trials (Trials of War Criminals before the Nuremberg Military Tribunals 1949) and 
Henry Beecher (1966), initial informed consent approaches required the participants 
to be fully informed about the specific research objectives and expected risks and 
benefits (e.g. HUGO 1995; WMA 2002; CIOMS 2008; UNESCO 2008; OECD 2009). 
However, the advent of longitudinal biobanking activities has triggered a school of 
thought favoring broad consent, through which participants consent to the use of their 
data and samples for a wide spectrum of research, subject to certain conditions of 
ethics review and security (WHO 1998; WMA 2002; UNESCO 2003; CIOMS 2008; 
OECD 2009). Reaffirmed by numerous international ethical guidelines, informed 
consent still aims to ensure the dignity, autonomy and privacy of the research 
participant during the entire course of research (Ries 2007). The death of research 
participants, however, alters the framework of informed consent. Although few 
guidelines directly address this question, partial answers can be found in international 
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guidelines, national legislation and the from governance frameworks of existing 
biobanks that foresee (or not) the eventuality of death and the disposition of samples 
and data. 
 
B. International ethical guidelines  
 
Our review of international guidelines identified 22 documents governing biomedical 
research, the rights of research participants and biobanking activities. However, only 
four address the effects of death and then mainly in terms of substituted consent, but 
not the rights of persons already enrolled in research who had died. 
 
The Universal Declaration on the Genome and Human Rights (UNESCO 1997) 
reiterates the importance of obtaining a free and informed consent prior to research. If 
the participant is not in a position to consent, however, the declaration requires that it 
be obtained in a manner prescribed by law and guided by the person’s best interest 
(UNESCO 1997). Although this section focuses on research with minors or 
incompetent adults, it is drafted broadly enough to include research with deceased 
individuals. 
 
The World Medical Association is slightly more specific and states that in some 
jurisdictions, the law condones substituted consent given on behalf of a deceased 
person (WMA 2002). However, it does not elaborate on such substituted consent. 
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Regarding the post-mortem collection of genetic samples, a 2002 UNESCO 
preliminary study stated that: 
[i]t is generally accepted that the dead should be treated with respect, the content of that 
respect varying from culture to culture. The DNA testing of the dead is potentially an 
infringement of privacy rights which the deceased enjoyed during his or her lifetime. 
There are, however, legitimate purposes which might be served by testing the dead 
(these may be research purposes (…)). In these circumstances, unless it is known that 
the deceased held an objection to the procedure, there might be a presumption of 
altruistic intent and testing might be permissible. (OECD 2009). 
 
In this case, a next-of-kin could authorize the sampling under UNESCO’s 
presumption of altruism on the part of the deceased individual. Such a presumption is 
not found in any other guideline. 
 
Finally, only WHO’s Genetic Databases: Assessing the Benefits and the Impact on 
Human and Patients’ Rights (2003) actually delineates the situation of the research 
participant who has died. It mentions that ‘‘[t]he death of an individual who has 
provided a genetic sample or genetic information does not represent the end of the 
ethical responsibilities that are owed in respect of the samples or information.’’ (WHO 
2003) Thus, the interests of the research participant remain after death but death 
does affect the primacy of the deceased interests. The balance between the interests 
of deceased participants and other competing interests (e.g. scientific interest, 
interests of family members) must be revisited, however. (WHO 2003). 
  
  33  
 
 
C. American and Canadian laws and guidelines  
 
A comparative analysis of American and Canadian federal laws and regulations 
reveals clear national disparities in the legal and ethical treatment of samples and 
data of deceased research participants[10]. 
 
The United States Department of Health and Human Services (2005) policy for the 
protection of human research subject (45 CFR 46 1996) specifies the requirements 
for research involving human subjects. It addresses the review of research projects 
by institutional review boards (IRB) and informed consent. This policy ‘‘applies to all 
research involving human subjects (…)’’ (45 CFR 46 1996) including ‘‘research 
involving the collection or study of existing data, documents, records, pathological 
specimens, or diagnostic specimens (…)’’ (45 CFR 46 1996). However, section 45 
CFR 46.102(f) defines human subject as a ‘‘living individual’’. Therefore, research 
using samples and data from a deceased person does not fall under the purview of 
the CFR and these samples and data can be used even if not procured in a 
consented research project. This distinction is of great importance. It creates parallel 
regimes for research use of samples and data from living versus deceased 
participants. However, the use of previously collected samples and data for 
consented research use is bound by the scope of the initial consent, even after death. 
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New studies involving deceased participants do not fall under the purview of the Code 
of Federal Regulations and require neither IRB review, nor informed consent. This 
American position is contrary to the position advocated by the WHO Genetic 
databases: assessing the benefits and the impact on human and patients’ rights 
(2003), which states that death does not represent the end of ethical responsibilities, 
but it has the advantage of establishing a clear legal framework for the research use 
of deceased participants’ samples and data. 
 
However, in spite of the CFR, the University of Pittsburgh has established an 
oversight committee for research with deceased individuals in order to protect 
deceased patients and their families, to provide guidance to investigators, and to 
promote uniform and consistent ethical standards and institutional integrity (Wicclair 
and DeVita 2004). 
 
In Canada, research involving human participants is mainly governed by the ethical 
guidelines of research funding agencies. In this regard, the Tri-Council Policy 
Statement: Ethical Conduct for Research Involving Humans (TCPS 2) (CIHR 2010) is 
considered the corner stone of research ethics in Canada. On the issue of consent 
and deceased participants, the TCPS2 provides that a research ethics board (REB) 
review and approval is required for research involving human biological materials, 
including materials derived from deceased individuals (CIHR 2010). Moreover, 
research involving the collection and use of human biological materials requires not 
only REB review, but also the consent of the deceased participant made prior to 
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death (CIHR 2010). In its absence, an authorized third party can provide consent. 
However, where a participant has expressed preferences for future research 
participation, while alive, researchers and authorized third parties must take such 
directives into account during the consent process (CIHR 2010). 
 
Where national legislation provides no guidance regarding the status of the research 
participants consent in research after death or where they were not enrolled in 
research before death but researchers wish to access their samples and data, some 
biobanks have taken the initiative in addressing this issue. 
 
D. Biobanks’ consent forms and information documents  
 
Our review of the consent forms and information documents from 54 international, 
European and Canadian biobanks[11] allowed us to identify only two biobanks whose 
consent forms or information documents directly address the fate of previously 
collected research samples and data after the participants’ death. 
 
First, the Canadian CARTaGENE project has collected in-depth information on over 
20,000 Quebecers. It serves as a public health survey and a resource for scientists 
interested in personalized medicine, genomics and public health[12]. CARTaGENE’s 
information brochure states that ‘‘[t]he death of a participant does not cause his 
withdrawal from CARTaGENE, unless the participant has so indicated in his will. The 
participant’s data and samples will continue to be part of CARTaGENE’s resource 
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and can be used for research.’’[13] This statement does not directly address the 
wishes of the deceased family members but leaves little room for taking them into 
account, opting instead to respect the choice of the participant. 
 
The British UK Biobank[14] is also a major longitudinal research initiative with more 
than 500,000 participants. It aims to improve the prevention, diagnosis and treatment 
of a wide range of serious and life-threatening illnesses. Similar to CARTaGENE, UK 
Biobank’s policy states that only the research participant can withdraw consent. After 
death, UK Biobank only considers the wishes the participant expressed while living. 
Family members cannot withdraw consent after a participant’s death[15]. 
 
From an ethical point of view, UK Biobank and CARTaGENE’s approaches seem to 
respect the participants’ dignity and autonomy since participants were informed of 
how their samples and data would be used after their death. When giving their free 
and informed consent, they freely and knowingly consented to such post-mortem use. 
Moreover, participants could withdraw their consent at any time, even in their will, as 
in the case of CARTaGENE. 
 
This review of international ethical guidelines, American and Canadian federal legal 
frameworks and biobanks consent forms and information documents allows us to 
draw two conclusions regarding the effect of death of participants on their initial 
consent. 
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First, only four international guidelines and two biobanks discuss the fate of samples 
and data after death. In fact, the scarcity of guidelines addressing this issue suggests 
that policy makers and biobankers either (a) did not foresee the great amount of data 
and samples from deceased participants to be stored in biobanks; (b) presumed that 
death would not modify the provisions developed for living participants; or (c) 
presumed that guidelines addressing the secondary use of samples and data would 
apply mutatis mutandis for research with deceased individuals sample and data. 
 
Second, the impact of participants’ death on their consent varies greatly from one 
jurisdiction to another. Our study shows that while most international guidelines do 
not foresee the impact of death, American law only applies to living individuals, and 
Canadian guidelines barely distinguish between the rights of living and deceased 
participants. This loophole raises many questions: In the absence of clear legislation 
or biobank policies, should participation be stopped after the participant’s death since 
it is now impossible to know the participant’s point of view since not addressed 
specifically? Or should it be continued, if one considers that the wishes expressed 
during the lifetime of the participant represent their wishes after death? And given the 
particular sensitivity to and familial nature of genetic information, in the absence of a 
broad consent to future research, should a participant’s rights to withdraw or to 
consent to new research be transferred to the family members or estate of the 
deceased? 
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E. Death and the secondary use of data and samples 
 
The secondary use of previously stored human biological materials from living 
participants is governed by international frameworks. However, only five of the 22 
previously identified international guidelines address the secondary use of samples 
from deceased research participants. 
 
In general, secondary use can be defined as ‘‘the use in research of information or 
human biological materials originally collected for a purpose other than the current 
research purpose’’ (CIHR 2010). Therefore, any research use of samples and data 
falling outside the scope of the consent provided should be considered a secondary 
use. When such secondary use is intended, most guidelines require the researcher to 
re-contact the research participants in order to obtain fresh consent (UNESCO 2002, 
2003, 2008; OECD 2009). However, the death of a research participant renders re-
contact and re-consent impossible. 
 
Four guidelines indirectly address the secondary use of deceased participants’ data 
and samples. First, a UNESCO preliminary study (2002) stated that the research use 
of human genetic data requires the consent of the donor, provided that the donor can 
be traced with reasonable effort. The commentary on this guideline specifies that if 
getting new consent is impossible, the samples should be anonymized before being 
used without consent. The International Ethical Guidelines for Biomedical Research 
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Involving Human Subjects (CIOMS 2002) also stipulated that researchers are 
constrained by the conditions specified in the original consent when using research 
records or biological samples for secondary purposes. The commentary on these 
Guidelines specifies that ‘‘when the research design involves no more than minimal 
risk and a requirement of individual informed consent would make the conduct of the 
research impracticable (…), the ethical review committee may waive some or all of 
the elements of informed consent’’. (CIOMS 2002, 2008). Seemingly, the death of a 
research participant renders new consent ‘‘impracticable’’. 
 
Then in 2003, UNESCO published the International Declaration on Human Genetic 
Data (2003). It states that researchers should obtain new informed consent for new 
research unless the proposed use, as specified by domestic law, corresponds to an 
important public interest and is consistent with the international law of human rights. 
When it is impossible to obtain fresh consent, human genetic data may be used in 
accordance with domestic law or following the consultation of a competent research 
ethics committee. 
 
The 2008 Declaration of Helsinki (WMA 2008) also specified that consent is normally 
required for the collection, use and/or reuse of medical research using identifiable 
human material or data. If consent is impossible to obtain, the research may be done 
after review and approval from a research ethics committee. 
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In conclusion, it is important to note that following an application by a researcher, an 
REB may agree to a partial or full waiver of the consent requirement. Even where 
waiver of the consent requirement is foreseen, the REB may require the researcher to 
demonstrate that the deceased research participant did not object to such secondary 
use samples and data while alive (WMA 2002; CIHR 2010). 
 
F. Death and the return of individual research results 
 
The return of individual results of deceased research participants to biological family 
members needs consideration, since it can be difficult to protect (a) the privacy rights 
of the deceased person as well as (b) the right of family members to know relevant 
genetic information while also protecting (c) the right of other relatives not to know. 
Although OECD (2009) emphasizes the importance of considering the return of the 
results of a deceased participant to family members, our study of relevant 
international guidelines demonstrates that only few address this specific issue. 
 
In general, international guidelines addressing the broader issue of the return of 
results to family members foresee the potential conflict between respecting the 
confidentiality and privacy of a living research participants and providing third parties 
with potentially meaningful health related information (WMA 2002, 2006; WHO 2003). 
Accordingly, international guidelines recommend that consent forms, as well as other 
informational documents, describe the limits of the right to privacy (CIOMS 2008) and 
specify whether the data or research results will be returned to participants (CIOMS 
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2002, 2008; UNESCO 2003, 2008; OECD 2009) or third parties (CIOMS 2002, 2008; 
WMA 2002; UNESCO 2003; OECD 2009). Moreover, some guidelines state that 
without consent, identified human genetic data and biological samples should not be 
disclosed or made accessible to third parties (CIOMS 2008)—including family—
except for important public interest reasons or as provided for by domestic law 
(UNESCO 2003, 2005; OECD 2009) but do not distinguish this protection from the 
situation where the participant is deceased. 
 
The WMA Declaration on Ethical Considerations regarding Health Databases (2002) 
clearly balances the privacy of research participants with the protection of third parties 
against harm, and states that ‘‘[i]f patients object to their information being passed to 
others, their objections must be respected unless exceptional circumstances apply, 
for example where this is (…) necessary to prevent a risk of death or serious harm.’’ 
Similarly, the HUGO Ethics Committee states that the choices and privacy of 
individuals, families and communities should be respected (HUGO 2002). However, 
none of the guidelines address the issue regarding deceased research participants. 
 
On the specific issue of returning the results of deceased research participants to 
their related family members, OECD (2009) states that the process needs 
consideration of the competing rights and interests of the deceased individuals and 
their family members. In another vein, HUGO Ethics Committee states that when 
there is a high risk of having a serious disorder and prevention or treatment is 
available, special consideration should be made for access to stored DNA by 
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immediate relatives, for the purpose of learning their own status (HUGO 1998). The 
protection of future generations is also addressed briefly by UNESCO, which states 
simply that the impact of life sciences on future generations should be given due 
regard (UNESCO 2005). 
 
In short, the return of research results from deceased participants raises important 
questions regarding the apparent contradiction between the protection of research 
participants’ privacy interests and those of the family members. Moreover, there could 
be a significant discrepancy between the research participant’s interest in receiving 
the results while alive and the interests of surviving family members. According to the 
HUGO Ethics Committee, the family is the nexus of a variety of relationships and 
genetic research may yield genetic information that is important to immediate 
relatives. The decision to refuse to warn at-risk relatives or the failure to provide 
access after death affects the interests of present and future relatives.(HUGO 1998). 
 
In conclusion, the protection of the deceased research participants is part of a wider 
debate which mainly concerns the confidentiality and privacy of research results after 
death. However, since the value of privacy and confidentiality lie in the ‘‘significant 
harm that misuse of information can cause’’ (WHO 2003), it seems justified to raise 
the relevance of this protection and question whether a deceased research participant 
could really still suffer harm from such disclosure. 
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II. LITERATURE REVIEW AND ETHICAL DISCUSSION 
 
Our study of international guidelines, of American and Canadian federal law and of 
biobanks consent forms and information documents clearly shows that most 
stakeholders have not yet considered the broader implications of the death of 
participants on research. While a regulatory answer is still expected, a few authors 
address this issue. 
 
A. Literature review 
 
The debate surrounding the continued use of the data and samples of a deceased 
research participant in research, when consent was obtained from the individual, 
reveals several conflicts. The discussion of the post-mortem secondary use of those 
samples and data and the return of the deceased participants’ research results to 
related family members emerges from (1) the friction between the conflicting rights 
and interests of different stakeholders— particularly the deceased individual and 
family members— and (2) the uncertainties regarding what weight to accord the rights 
and interests of the deceased. This can be illustrated by the fact that when the 
research participant is still living, the primacy of his rights and interests is uncontested 
(unless exceptions exist under national law). However, death shifts the balance 
between the deceased and the interests of other stakeholders (WHO 2003). There is 
little in the literature on how those interests should be rebalanced after death. 
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Regarding the rights and interests of the deceased individual, it is essential to note 
that in most jurisdictions some rights remain despite death. These rights are usually 
related to the respect for the deceased wishes (e.g. succession), respect for physical 
integrity (e.g. disposal of the corpse, organ donation, etc.) and respect for moral 
integrity (e.g. reputation, dignity, privacy, confidentiality, etc.). In the context of 
biomedical research, these rights can be translated as the protection against research 
uses that are incompatible with the deceased ante-mortem expressed wishes and, 
protection from disrespectful treatment of the body and protection against undue 
breach of privacy (Wicclair and DeVita 2004; Robinson and O’Neill 2007) even when 
the expressed wishes are not known. Although the debate on whether dead persons 
have interests or can be harmed is still unresolved (Partridge 1981; Levenbook 1984; 
Marquis 1985; Levenbook 1985; Callahan 1987; Grover 1989; Nelkin and Andrews 
1998; Fisher 2001; Wicclair and DeVita 2004), the samples and data of deceased 
research participants must be treated with respect. They represent the ante-mortem 
person, at least for related family members. 
 
Regarding family members, their interests may vary depending on their personal 
preferences and the context of the research. Some family members may be 
inconvenienced, or even have an ‘‘emotional shock or trauma’’ (Wicclair and DeVita 
2004), if they learn that research was performed on a deceased loved one without 
their knowledge (Wicclair and DeVita 2004). Some may feel that as long as the initial 
consent is respected, the expressed wishes of the deceased are respected as well, 
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yet should they be contacted when samples and data of the deceased are used for 
unforeseen research uses (secondary uses)? On the privacy issue, family members 
should be protected against disclosure, particularly in the context of genetic research 
where the research results may either benefit (e.g. learning of a ‘‘preventable’’ genetic 
disease) or harm (e.g. learning of a stigmatizing or unpreventable genetic disease) 
them (James and Leadbeatter 1996; Quaid et al. 2004; Robinson and O’Neill 2007). 
Moreover, this situation raises the difficult issue of protecting the right of one family 
member to know relevant genetic information, while protecting the right of other 
relatives not to know (OECD 2009). 
 
But what rights and interests prevail? In order to balance the rights and interests of 
both the deceased individual and related family members, we must identify and weigh 
the key ethical considerations underlying these issues. 
 
B. Ethical discussion using principlism 
 
Since deceased and living individuals may have competing interests, a brief analysis 
of these issues through the ethical theory of principlism allows one to identify 
elements to consider when re-balancing those interests. 
 
Developed in the Belmont Report (The National Commission for the Protection of 
Human Subjects of Biomedical and Behavioral Research 1978) and articulated by 
Beauchamp and Childress (2009), principlism is the dominant research ethics theory 
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in North America. This analytical framework identifies basic principles—the most 
widely used being autonomy, beneficence, non-maleficence and justice—with which 
to evaluate the ethical character of an action. (Beauchamp and Childress 2009) A 
conceptual toolbox of moral norms, no single principle is considered absolute and the 
four principles should be given different scope and weight in different contexts 
(Beauchamp and Childress 2009). 
 
It must be noted, however, that principlism is a theory of moral decision-making most 
commonly associated with the practical field of biomedical ethics, concerned primarily 
with particular, context-specific decision-making. This greatly limits its applicability 
with respect to broad questions of social policy. 
 
The principle of autonomy advocates respect for the decision-making capacities of 
autonomous persons. The use of already collected samples and data of a deceased 
research participant, the secondary use of those samples and data and the return of 
the deceased research results to family members, all place the autonomy of the 
deceased in opposition to the autonomy of the living family members. 
 
On the one hand, if the deceased has expressed clear wishes regarding those issues, 
respect for autonomy requires the researcher to follow expressed wishes. However, 
in the absence of such expressed wishes, it is impossible to know exactly the 
expectations of the deceased regarding the post-mortem use of his samples and 
data. Respect for the autonomy principle prevents researchers or family members 
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from presuming the unexpressed wishes of the deceased. However, if the deceased 
has directly or indirectly suggested a preference, respect of the autonomy principles 
requires researchers and family members to act accordingly. 
 
On the other hand, respecting the autonomy of family members can guide the 
researcher in two opposite paths. First, the family members might want to have a say 
in the use, secondary use or the return of the deceased’s research results. Respect of 
the autonomy of the family members would then require the researchers to work with 
the family members to provide consent. Second, where some family members do not 
want to intervene or receive results, respect for autonomy would prohibit the 
researcher from disclosing. This situation is particularly problematic when respect for 
the autonomy of one family member is in opposition to that of another or their wishes 
may be unknown to the researcher. 
 
Respect for the principles of beneficence and non-maleficence requires the balancing 
of benefits against the risks of the secondary use of the deceased samples and data 
and the return of results of a deceased family member. Regarding beneficience, it is 
difficult to suggest that the deceased individual can benefit from the secondary use 
and the return of research results. However, the secondary use can benefit persons 
of the same age or condition while the return of results can benefit family members, 
either when generally or personally related to their own health.  
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However, the applicability of the non-maleficence principle—i.e., avoidance or 
prevention of harm—for the deceased research participant is more difficult to assess. 
The literature review demonstrates that the debate on whether the dead persons can 
be harmed is still unresolved. According to one author, deceased persons can be 
harmed (Levenbook 1984). One means of harm could be through inappropriate use of 
their samples and data, or an inappropriate return of results to family members, which 
could be considered as maleficent. For another author, the arguments that the dead 
can be harmed fail to show that these intuitions are genuine moral convictions. 
Rather, they argue, these are ‘‘judgments we are inclined to make simply because we 
think of the dead as the person they were ante mortem’’ (Callahan 1987). From the 
perspective of this author, dead persons cannot be harmed and the non-maleficence 
principle does not apply per se to deceased individuals. Yet, the prevention of harm to 
others can mandate the use of their samples and data. 
 
With respect to the family members, the analysis of the non-maleficence principle 
demonstrates that it can lead in two different directions. First, the use and secondary 
use of a deceased participant’ samples may be maleficent for the family members if 
they learn that research was performed on a deceased loved one without their 
knowledge (Wicclair and DeVita 2004). Regarding the return of a deceased 
participant research results, it may have harmful consequences for family members 
that are bound to respect the memory, the reputation or the wishes of the deceased. 
Family members may also have an interest in maintaining the confidentiality of 
research results (Callahan 1987). However, the non-disclosure of research results 
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may also have harmful consequences if relevant to the health of family members, 
especially if prevention or treatment is possible. 
 
Finally, the justice principle demands the fair distribution of benefits, risks and costs. 
In this respect, the use and secondary use of deceased individuals’ samples and data 
and the return of research results to family members complies with the justice 
principle, as long as it allows for better scientific research, better translation of 
individual research results into clinical practice or if it benefits family members and 
society in general. 
 
In conclusion, our brief ethical analysis shows that the autonomy principle does not 
identify an obvious trend in favor or against the use of deceased research 
participants’ already collected samples and data, nor concerning the secondary use 
of those samples and data and return of research results to family members. 
However, since the debate on whether dead persons can be harmed is still 
unresolved, the principles of beneficence and non-maleficence seem to favor the 
interests of living family members overall. The same holds true for the justice 
principle, which seems to favor living individuals generally seeing as the deceased 
person was once a member of society. 
  





Biobanking activities have existed for several decades and inevitably will need to 
consider the death of participants. Unfortunately, our review of international 
guidelines shows that few address the particular issues of the effect of death of 
research participants on their initial consent, the secondary use of a deceased 
participant’s samples and data and the return of a deceased participant’s research 
results to related family members. 
 
As for the effect of death of research participants on their initial consent, the review of 
American and Canadian federal law and guidelines show that these two countries 
have chosen substantially different approaches. While the United States has decided 
to exclude deceased individuals from the definition of a ‘‘human subject’’— thereby 
excluding the requirement for consent—the Canadian approach does not differentiate 
deceased research participants from living ones and so requires a substituted 
consent. Moreover, while some biobanks, such as UK Biobank and CARTaGENE, 
have foreseen the inevitable death of research participants and the fate of already 
collected samples and data at death, most of the biobanks studied do not anticipate 
or describe the impact of death on consent. 
 
This lack of specific guidance is also evident when considering the secondary use of 
the data and samples of deceased participants and the return of their research results 
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to biological family members. Since individual results of biobank-based research are 
rarely shared even with living participants, the duty to return individual research 
results of a deceased participant to family members is even more difficult to establish 
in the absence of a prior agreement. While this is true for individual research results, 
the return of general research results to family members could be an interesting 
compromise, offering an opportunity to family members to learn about the general 
process of the research and demonstrating respect of the deceased and family 
members. 
 
While some general direction can be found in international guidelines, a number of 
questions remain particularly regarding the rights of family members or estate over 
the samples, data and research results of the deceased. 
 
A brief ethical analysis of this issue shows that principlism can be used to resolve 
some aspects of the debate. However, it also shows that the emphasis on individual 
choices and values makes it difficult to generalize these results, particularly when the 
deceased expressed no choice when living. 
 
The legal and ethical issues raised by the death of research participants in the 
context of longitudinal biobanking genetic research are of major importance. 
Illegitimate use of deceased participants’ samples and data could weaken confidence 
in biobanking among participants, family members and society. As mentioned by the 
CIOMS, ‘‘[t]he challenge to international research ethics is to apply universal ethical 
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principles to biomedical research in a multicultural world (…)’’ (2002). This is 
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Cet article démontre clairement que l’utilisation des données de personnes décédées 
à des fins de recherche soulève des questions éthiques distinctes, bien que les 
cadres normatifs applicables soient peu adaptés aux particularités de cette 
population.   
 
Suite à l’étude de ces cadres normatifs, il est toutefois possible d’extraire certaines 
normes communes à l’ensemble des groupes visés par la mise en banque de 
données génétiques.  Cet article démontre notamment que malgré la co-existence de 
normes nationales, internationales et éthiques distinctes, certaines pistes de 
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convergence éclairent le débat sur l’utilisation secondaire rétrospective des données 
de recherche, et notamment :  
1) La préséance du consentement libre et éclairé du participant;   
2) À défaut de consentement, la possibilité de recontacter les participants afin 
d’obtenir un nouveau consentement ; et 
3) En cas d’impossibilité, notamment suite au décès du participant, la possibilité 
d’obtenir une dispense de consentement (waiver of consent). 
 
Ce processus en trois étapes permet de déterminer l’opportunité légale et éthique de 
l’utilisation des données à des fins de recherches. Ainsi, à défaut de consentement 
libre et éclairé, les second et troisième items légitimisent, aux niveaux juridiques et 
éthiques, la dissociation entre l’individu et le sort de ses données. Ce constat est 
d’une importance primordiale eut égard à l’usage des données de personnes 
décédées, mais également au partage et la mise en commun des données à des fins 
de recherches internationales.   
 
À eux seuls, ces trois items encadrent l’ensemble des démarches d’accès et de 
partage des données et constituent le premier pilier de la présente thèse. 
 TITRE I. LA RECHERCHE INTERNATIONALE EN GÉNÉTIQUE – ENTRE 
CONSENTEMENT ET DISSOCIATION 
 
Afin d’obtenir des résultats significatifs plus rapidement et à moindres frais, la 
recherche internationale est dépendante de la capacité des différents partenaires de 
partager et combiner leurs données.89 Ce partage est cependant tributaire du 
caractère suffisamment similaire des données pour pouvoir être comparées et de la 
disponibilité, à la fois légale et éthique, des données pour la recherche.90 Cependant, 
alors que la recherche se développe à un rythme effréné, les cadres normatifs dans 
lesquels évoluent les chercheurs peinent à suivre le rythme.   
 
La recherche en génétique constitue un excellent exemple de cette dichotomie, tel 
que le démontre le premier chapitre du présent titre. Ce premier chapitre dresse un 
portrait exhaustif du cadre normatif international et national de cinq pays (Australie, 
Canada, France, États-Unis et Royaume-Uni) encadrant l’utilisation des données 
personnelles en recherche, et en identifie les principaux points de convergence et de 
divergence.  
 
Par la suite, le second chapitre fera état des modalités prévues aux formulaires de 
consentement des biobanques membres du consortium ENGAGE, afin d’identifier 
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celles liées à l’utilisation des données en recherche, notamment en matière de 
consentement et de recontact. 
 
CHAPITRE I. L’UTILISATION DES DONNÉES EN RECHERCHE : UN 
ENCADREMENT FRAGMENTÉ 
 
Ce premier chapitre a pour objectif de dresser un tableau exhaustif de l’encadrement 
juridique, au niveau international et national de cinq pays (Canada, États-Unis, 
France, Royaume-Uni et Australie) de l’utilisation secondaire des données de 
recherche, notamment de personnes décédées. Ces pays ont été sélectionnés parce 
que membres des consortiums internationaux de recherche ENGAGE et 
BioSHaRE.EU. Représentant des traditions juridiques distinctes, bien que 
suffisamment similaires pour être comparées, ces pays accordent un rôle différent 
aux lois, règlements, politiques et directives dans l’encadrement de l’utilisation des 
données personnelles, médicales et génétiques en recherche.  
 
L’article intitulé « A Comparative Analysis of the Legal and Bioethical Frameworks 
Governing the Secondary Use of Data for Research Purposes - The Case of 
Deceased Individuals » dresse un portrait des normes encadrant l’utilisation 
secondaire rétrospective des données de personnes décédées à des fins de 
recherche internationale. L’auteure de cette thèse est également l’auteure de cet 
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article. Cet article fut soumis pour publication dans le journal international Laws en 




A Comparative Analysis of the Legal and Bioethical Frameworks Governing the 
Secondary Use of Data for Research Purposes - The Case of Deceased 
Individuals 
 




Since 2000, the development of major biobanking initiatives such as CARTaGENE,[1] 
the UK Biobank[2] and the Estonian Genome Project[3] has led to the creation of 
international consortia for genetic and genomic research, such as the European 
Network for Genetic and Genomic Epidemiology (ENGAGE)[4] and the Biobank 
Standardisation and Harmonisation for Research Excellence in the European Union 
(BioSHaRE.EU)[5]. In order to facilitate international data sharing between 
unharmonized cohorts, IT tools that allow retrospective data harmonization are 
currently being implemented[6,7]. However, the ethical and legal frameworks 
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governing the secondary use of retrospective data are not harmonized, which creates 
hurdles to international data sharing[8,9].  The retrospective secondary use of 
research data is defined as the use of already collected data in a way that differs from 
the original purpose of the collection[10].   
 
In this context, this paper aims to 1) provide a comprehensive analysis of the legal 
and bioethical frameworks governing the retrospective secondary use of data, at the 
international level and, more specifically, in five countries, and 2) identify points of 
convergence and divergence with regard to the secondary use of data for research 
purposes.  
 
First, a comprehensive analysis of international norms and guidelines governing the 
secondary use of data for research purposes, and of national Australian, American, 
Canadian, British and French laws pertaining thereto, was performed.  These 
countries were selected because of participation in international genetic and genomic 
research consortia, such as ENGAGE and/or BioSHaRE.EU, and because they 
represent a variety of legal systems.   
 
In order to identify the relevant guidelines, laws and regulations, we used the 
HumGen International database[11] and the International Compilation of Human 
Research Protections (2011 edition)[12] of the Office for Human Research 
Protections (U.S. Department of Health and Human Services).  This document 
compiles more than 1000 laws, regulations and norms governing human research, in 
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104 countries.  The websites of the European Council[13], and the official legislative 
websites of the 5 countries examined in this paper, namely Australia[14], Canada[15], 
France[16], United States[17], and the United Kingdom[18], were also consulted to 
ensure the comprehensiveness of this review. Legal texts available either in French 
or English were analysed. 
 
Second, a literature review was conducted. This review was undertaken using the 
Pubmed[19] and Google Scholar[20] databases, using different variations of the 
following keywords, either alone or in conjunction: [‘research’] and/or [‘data’ and/or 
‘information’] and/or [‘consent’] and/or [‘genetics’ and/or ‘medical’ and/or ‘health’] 
and/or [‘biobank’ and/or ‘hospital’ and/or ‘repository’ and/or ‘file’] and/or [‘secondary’ 
and/or ‘use’]. 
 
Third, a comparative analysis of the national legal frameworks was undertaken to 
identify similarities and differences with regard to the secondary use of data for 
research purposes.  This review included documents up to September 2014.  
Furthermore, to confirm the legal interpretation, the analysis of national legislation 
was submitted to legal scholars, experts in the domain of biomedical research, from 
each country examined. 
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I. INTERNATIONAL AND NATIONAL LAWS, REGULATIONS AND GUIDELINES 
 
A. International Norms 
 
The Nuremberg Code of 1947[21] is the first international document which enacts the 
founding principles of modern research ethics, and positions the requirement for a 
prior free and informed consent is at the forefront of these principles. 
 
Drafted in 1964, and last amended in 2013, the World Medical Association's (WMA) 
Declaration of Helsinki[22]
 
confirms that biomedical research, including research on 
identifiable data, requires the voluntary informed consent of research participants[23].  
Informed consent must also be obtained for collection, storage and/or reuse of 
identifiable data[24].  However, the Declaration recognizes that there may be 
exceptional situations where obtaining consent would be impossible or impracticable. 
In such cases, a research ethics committee may, nonetheless, authorize the 
research[25].  However, the Declaration of Helsinki does not define the term « 
identifiable », nor does itspecify whether a new research using anonymous, 
anonymized or coded information would require that participants be re-consented.  
 
In 2002, the Declaration on Ethical Considerations regarding Health Databases[26] of 
the WMA reiterates the importance of consent, especially when the inclusion of 
information on a database involves disclosure to a third party[27]. The Declaration 
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also states that a specially appointed ethics committee should authorize all research 
using patients’ data, including secondary uses. It continues to specify that, in 
compliance with the applicable national law, this committee should consider whether 
patients must be re-contacted to obtain new consent, or if their information can be 
used for new purposes without obtaining new consent[28]. Furthermore, the 
Declaration specifies that data used for secondary purposes should be de-identified 
or, when not possible, the patient's identity should be protected by an alias or a code 
before it is used[29].  In all cases, when patients object to data sharing, this objection 
must be respected unless exceptional circumstances warrant otherwise [30]. 
 
Also in 2002, the CIOMS published the International Ethical Guidelines for Biomedical 
Research Involving Human Subjects[31], which provide a first list of criteria to assess 
situations where  secondary use of data could be deemed ethically acceptable. 
Guideline 4 indicates that the voluntary informed consent of prospective research 
participants is required for all biomedical research involving humans, and that a 
waiver of informed consent should be considered uncommon and exceptional[32].  
Indeed, an ethics review committee may waive some or all of the elements of 
informed consent only when: 
 The research design involves no more than minimal risk; and  
 A requirement of individual informed consent would make the conduct of the 
research impracticable[33].  
 
  66  
 
In 2003, UNESCO published the International Declaration on Human Genetic 
Data[34], which states that free, informed and express consent should be obtained 
prior to the collection of human genetic data, and the subsequent processing, use and 
storage of this data[35]. The Declaration also specifies that  genetic data should not 
be used for research that is incompatible with the original consent, unless 1) the 
researcher obtains a new consent[36], or 2) the proposed use is of important public 
interest and is consistent with international human rights laws[37].  However, when it 
is impossible to obtain a new consent or when the data is irretrievably unlinked to an 
identifiable person, the Declaration states that human genetic data may be used in 
accordance with domestic laws or in consultation with a competent research ethics 
committee[38].  
 
Then, in 2005, the UNESCO Universal Declaration on Bioethics and Human 
Rights[39] reiterated the importance of obtaining the prior, free, express and informed 
consent of the participant[40], and specified that exceptions should be made only in 
accordance with the ethical and legal standards adopted by States, consistent with 
the principles and provisions set out in the Declaration[41].   
 
This Declaration was followed by OECD’s 2009 Guidelines on Human Biobanks and 
Genetic Research Databases[42], which, again, emphasize the primacy of the 
individual's consent[43]. However, these Guidelines indicate that where subsequent 
use of human biological materials or data would not be consistent with the original 
informed consent, a new consent should be obtained from the participant[44]. When 
  67  
 
re-contacting participants is required in order to obtain a new consent, the biobank 
should have policies and procedures in place to ensure that any re-contacting is not 
unduly burdensome for participants, and is carried out by impartial biobank 
representatives or designees trained in dealing with such sensitive issues[45].  
According to these Guidelines, a waiver of consent can be obtained from a research 
ethics committee or an appropriate authority[46], in accordance with applicable laws 
and ethical principles pertaining to the protection of human subjects.  In such cases, 
individual consent is not required[47]. 
 
While the review of international norms and guidelines identified nearly 20 documents 
discussing ethical and legal issues in biobanking and genetic research, the analysis 
revealed that only 6 of these documents provide guidance on the secondary use of 
already collected data, including the use of deceased persons’ data.  As previously 
indicated, domestic laws also greatly influence the implementation of these 
international guidelines, and contradictions between national laws may hamper 
international, cross-border, research collaborations which seek to use already 
collected data for secondary purposes.   
 
B. National Laws and Regulations 
 
A comparative analysis of Australian, American, Canadian, British, and French laws 
reveals many similarities and differences with regard to the secondary use of data for 
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research purposes. In some rare cases, these laws also address the particular case 




In Australia, numerous laws govern research in very specific domains, for example,  
research involving human embryos[48] or genetically modified organisms[49]. 
However, the retrospective secondary use of data for research purposes is mainly 
governed by the Privacy Act[50] and the National Health and Medical Research 
Council Statement[51].  
 
According to the Privacy Act, health and genetic information is considered ‘sensitive 
information’[52]. Furthermore, with regard to the secondary use of sensitive data, the 
Privacy Principle 6 specifies that information collected for a particular purpose must 
not be used or disclosed the for another purpose unless the following criteria are met: 
the individual has consented to the use or disclosure of the information[53], he/she 
would reasonably expect the use the information for the secondary purpose[54], or 
the use or disclosure of the information is required or authorised by law or by a court 
order[55]. In any of these cases, reasonable steps must be taken to ensure that the 
information is de-identified before its disclosure[56].   
 
While the Privacy Act appears to constrain the secondary use of sensitive data to 
very narrow scenarios, it also creates a specific exception for research purposes. 
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Indeed, according to section 16B of the Act, the secondary use of health data could 
be authorized if: 
 The use is necessary for research[57];  
 It is impracticable to obtain the individual’s consent[58];  
 The use is conducted in accordance with the privacy guidelines[59]; and  
 There are reasons to believe that the recipient of the information will not 
disclose the information to a third party[60]. 
 
Regarding the secondary use of deceased individuals’ data for research, it is 
important to note that the Privacy Act does not protect the information of deceased 
persons, since section 6 of the Act defines an ‘individual’ as a natural person i.e. a 
living individual[61].  In this regard, a report from the Australian Law Reform 
Commission (ALRC) and the Australian Health Ethics Committee of the National 
Health and Medical Research Council (NHMRC) recommended extending the scope 
of the Privacy Act to specifically include deceased individuals [62].  However, even 
after more than 10 years following the ALRC report, the Privacy Act still does not 
include provisions specific to deceased persons. 
 
In 2007, the Australian Government, National Health and Medical Research Council, 
Australian Research Council and Australian Vice-Chancellors’ Committee adopted 
the National Statement on Ethical Conduct in Human Research[63].  This statement 
clearly indicates that “[c]onsent to participate in research must be voluntary, and 
based on sufficient information and adequate understanding of both the proposed 
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research and the implications of participation in it”[64].  However, section 2.3 of the 
Statement details the conditions under which the requirement to obtain consent can 
be waived by a Research Ethics Committee (REC)[65].  According to these, before 
deciding to waive the requirement to obtain consent, the REC must be satisfied that: 
 The research design involves no more than low risk to participants[66];  
 The benefits of the research justify any risks of harm associated with not 
seeking consent[67]; 
 Obtaining consent is impracticable to obtain[68]; 
 There is reason for thinking that participants would not have consented, if 
asked[69]; 
 The privacy of research participants[70] and confidentiality of data[71] are 
protected;  
 If the results are of significance to the participants’ welfare, there is a plan to 
return research results (where practicable)[72]; and 
 The waiver of consent is not prohibited by State, federal, or international 
law[73]. 
 
Although the particular case of research with deceased individuals’ data is not directly 
addressed, it would be covered by the third criteria, above, since death makes 
obtaining new consent impracticable. 
  





At the Canadian federal level, the Privacy Act[74] aims to protect the privacy of 
individuals with respect to personal information held by federal governmental 
institutions[75]. The Act defines personal information as “information about an 
identifiable individual”[76]. A contrario, information about non-identifiable individuals, 
e.g. anonymous or anonymized information, would not fall under the purview of this 
Act.  
 
With respect to secondary use of information for research, the Act
 
states that personal 
information cannot  be used without the consent of the individual to whom it 
relates[77]. However, section 8 provides further details on situations where personal 
information may be disclosed.  While this section reiterates that disclosure of personal 
information requires the consent of the individual to whom it relates[78], it also allows 
the secondary use of data for research purposes, without individual consent[79], 
when: 1) the purpose for which the information is disclosed cannot reasonably be 
accomplished with anonymized information[80], and 2) the information is used in a 
manner that ensures confidentiality[81].  In addition, the researcher must agree, in 
writing, to refrain from further disclosure of information in a form that could reasonably 
lead to the re-identification of the concerned individual[82].  
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Constituting  the corner stone of the Canadian landscape of research ethics, the 2010 
Tri-Council Policy Statement: Ethical Conduct for Research Involving Humans (TCPS 
2)[83] exhaustively discusses the secondary use of already collected data for 
research purposes.  Altough not  a law per se, the TCPS 2  applies to all research 
institutions receiving funds from Canada’s three main federal funding agencies. 
 
On the issue of secondary use of already collected data, section 5.5 of the TCPS 2 
specifies that secondary use of identifiable information requires the individual’s 
consent, unless an REB is satisfied that: 
 Identifiable information is essential to the research[84];  
 The use of identifiable information without the participants’ consent is unlikely 
to adversely affect the welfare of individuals to whom the information 
relates[85];  
 The researchers will take appropriate measures to protect the privacy of 
individuals, and to safeguard the identifiable information[86];  
 The researchers will comply with any known preferences previously expressed 
by individuals about any use of their information[87];  
 It is impossible or impracticable to seek consent from individuals to whom the 
information relates[88]; and  
 The researchers have obtained any other necessary permission for secondary 
use of information for research purposes[89]. 
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If all these conditions are satisfied, a REB may approve the research without requiring 
consent from the individuals to whom the information relates[90]. Moreover, the TCPS 
2 does not require that researchers seek consent for the secondary use of non-
identifiable information[91].   
 
Finally, the Canadian Institutes of Health Research (CIHR) Best Practices for 
Protecting Privacy in Health Research[92] mainly address the secondary use of 
research data with regard to identifiability. These guidelines reiterate that the 
secondary use of research data requires the consent of the individual, unless an REB 
is satisfied that the following requirements are met[93]:  
 Access to personal data is necessary for the proposed research; 
 According to a harm-benefit analysis, the risk of harm is minimal, and potential 
benefits of the research to the public and individuals outweigh any potential 
harm to research participants or data subjects; 
 A consent requirement is inappropriate or impracticable;  
 If known, expectations of individuals are met; 
 If known, views of relevant groups are taken into consideration; 
 Legal requirements are met; 
 The public is openly informed[94]. 
 
While Canadian guidelines are mute on the secondary use of the data from deceased 
persons, the Privacy Act does specify that the personal information of deceased 
individuals is protected for up to 20 years after their death[95]. 
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(iii) France  
 
In France, biomedical research is governed by the Public Health Code [Code de la 
santé publique][96]. This Code requires a free and informed consent for all biomedical 
research[97].  The use of personal data, including health data, for research purposes 
is governed by the law on data processing, data files and individual liberties[98], 
which defines personal data as all directly or indirectly identifiable information about 
an individual (including coded information)[99]. This law also specifies that data must 
be collected for a specific, explicit and legitimate purpose, and may not be processed 
in any way that would be incompatible with this purpose[100]. However, an advisory 
committee can authorize the secondary use of non-directly identifying data for 
research purposes[101]. Moreover, the secondary use of data from deceased 
individuals is possible, unless they had opposed to such use in writing before their 
death[102]. 
 
(iv) United States  
 
Under American federal law, the protection of research participants is mainly 
governed by Part 46 of the U.S. Code of Federal Regulations (CFR)[103].
  
According 
to these Regulations, obtaining informed consent from participants and approval from 
a competent REB (called an IRB in the United States) are required prior to conducting 
research, unless otherwise indicated[104]. However, research involving the study of 
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existing data that are publicly available and research involving data recorded in such 
a manner that subjects cannot be identified (directly or through identifiers linked to the 
subjects) are exempt from the requirement of obtaining consent and IRB approval 
[105]. Moreover, section 46.102(f) of the CFR defines a "human subject" as a living 
individual[106]. Therefore, a deceased person is not considered a human subject 
under the CFR, and does not fall under the scope of this law.  
 
Although the CFR does not directly address the secondary use of already collected 
data, it allows REB to waive consent requirements for any research use, if[107]: 
 The research involves no more than minimal risk to the subjects[108]; 
 The waiver or alteration will not adversely affect the rights and welfare of the 
subjects[109]; 
 The research could not practicably be carried out without the waiver or 
alteration[110]; and 
 Whenever appropriate, the subjects will be provided with additional pertinent 
information after participation[111].  
 
In 2001, the American National Bioethics Advisory Commission’s (NBAC) report on 
ethical and policy issues in research[112] conditions under which a waiver of consent 
may be obtained:  
 All components of the study involve minimal risk or any component involving 
more than minimal risk must also offer the prospect of direct benefit to 
participants[113]; 
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 The waiver is not otherwise prohibited by state, federal, or international 
law[114]; 
 There is an adequate plan to protect the confidentiality of the data[115]; 
 There is an adequate plan for contacting participants with information derived 
from the research, should the need arise[116].  
 
While these recommendations stray away from the classical doctrine of consent, the 
NBAC also specified that, when analyzing risks and potential benefits, the IRB must 
specifically determine that the benefits from the knowledge to be gained from the 
research study outweigh any dignitary harm associated with not seeking informed 
consent[117]. 
 
Finally, in 2008, the Office of Human Research Protection (OHRP) published its 
Guidance on Research Involving Coded Private Information or Biological 
Specimens[118]. According this Guidance, personal information is not considered 
identifiable when it cannot be linked to specific individuals, either directly or indirectly 
(i.e. using a coding system)[119].  Moreover, coded data are excluded from the 
regulations on the protection of human research subjects when the investigator and 
the holder of the key enter into an agreement prohibiting the release of the key to the 
investigator, under any circumstances, until the individuals are deceased[120]. Again 
here, deceased research participants are not considered human subjects. 
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The Privacy Rules of the Health Insurance Portability and Accountability Act 
(HIPAA)[121] add another layer of protection  for health data. This Act requires that  
health service providers and other covered entities  ensure the confidentiality, 
integrity and availability of individually identifiable information they hold. Although 
research is not directly governed by HIPAA, researchers may be subject to it when 
they are employees of an entity covered by this law.  In addition, the privacy 
protections set out by the Privacy Rules do not apply if 18 specified identifiers are 
removed (the so-called Safe Harbor provisions)[122], or if an appropriate expert 
determines that there is a “very small risk” that the data recipient could re-identify the 
individual from whom they came[123]. 
 
Finally, on August 27, 2014, the National Institutes of Health (NIH) published their 
policy on genomic data sharing [124] which does not provide further guidance of the 
issue of secondary use of already collected data. 
 
(v) United Kingdom 
 
In the United Kingdom, the Data Protection Act[125] is a key legislative tool which 
governs the use, and secondary use, of data for research.  First, the Act defines 
“personal data” as information relating to an identifiable living individual[126], and 
“sensitive personal data” as related to a physical, mental, or other condition[127].  
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According to Schedule 2 of the Act, personal data must not be processed unless the 
data subject has given his consent to the processing[128].  However, research 
purposes must not be regarded as incompatible with the purposes for which the data 
were initially obtained[129]. This implies that the secondary use of personal data for 
research purposes can be lawful without a specific and explicit consent.  Moreover, 
the Data Protection (Processing of Sensitive Personal Data) Order[130] further 
clarifies that sensitive personal data may be processed for research purposes if the 
processing: 
 Is in the substantial public interest[131]; 
 Is necessary for research purposes[132]; 
 Does not support measures or decisions with respect to any particular data 
subject otherwise than with the explicit consent of that data subject[133]; and 
 Does not cause, nor is likely to cause, substantial damage or substantial 
distress to the data subject or any other person[134]. 
 
Since the Data Protection Act only protects personal data of living individuals, a prior 
and explicit consent is not legally required for the secondary use of deceased 
individuals’ data for research. However, since the use of identifiable data from 
deceased individuals may have wider implications for those of the living, the Medical 
Research Council (MRC) and the National Health Service (NHS) guidelines[135] state 
that confidential identifiable information about a deceased person should continue to 
be treated as confidential. These guidelines indicate that  permission from the 
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persons before they die, or from a relative, should be sought in order to use 
confidential identifiable information from the deceased[136]. 
 
II. DISCUSSION: LEGAL AND BIOETHICAL PERSPECTIVES 
 
This review of international and national laws, regulations, and guidelines governing 
the secondary use of data for research purposes reveals a rather complex patchwork 
of norms, which provide varying degrees of guidance. Yet, despite differences, many 
similarities between international and national frameworks reveal the emergence of a 
common set of criteria governing the secondary use of data for research. This is also 
true for the secondary use of deceased persons’ data, which often does not benefit 
from specific provisions, but rather is integrated into broader provisions pertaining to 
the secondary use of data (see Table 1).   
  




The normative review and analysis reveals that the five countries examined have 
adopted different regulatory instruments to govern the secondary use of data for 
research purposes.  These choices complicate the exercise of legal comparison, and 
affect the interoperability of the norms for cross-jurisdictional research projects.  While 
the United States’ regime governs the secondary use of data with research-specific 
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norms, other countries, such as Canada, the United Kingdom and Australia, frame the 
use and processing of personal and health data with broader policy guidance and 
data protection legislation.  Finally, France has adopted a different option, and uses a 
public health approach to the secondary use of data for research. 
 
This analysis also demonstrates the clear variations in requirements governing the 
secondary use of deceased individuals’ data for research, from one country to 
another.  While Australian, American and British privacy laws only protect, to varying 
degrees, the data of living individuals, Canadian laws protect deceased individuals 
data for 20 years after their death, and French laws do not limit the duration of 
protection, even after death. 
 
Also significant are the differences in the vocabulary used to qualify the degree of 
identifiability of data, which make comparison nearly impossible, and reduce the 
interoperability of the laws and norms.  For example, while the Australian Privacy Act 
stipulates that genetic information is considered ‘sensitive information’[137], the 
Canadian Privacy Act only uses the term ‘personal information’, which is defined as 
“information about an identifiable individual”[138].  However, the French law, which 
also uses the term ‘personal information’, defines it as all directly or indirectly 
identifiable information about an individual (including coded information)[139]. 
Irrespective, French and American definitions are very much alike, since the United 
States defines ‘personal information’ as non-identifiable when it cannot be linked to 
specific individuals, either directly or indirectly (i.e. using a coding system)[140].  
  81  
 
Finally, the United Kingdom uses two terms.  ‘Personal data’ relates to an identifiable 
living individual[141], and ‘sensitive personal data’ relates to a physical, mental or 
other condition[142].   
 
To alleviate this vocabulary issue, some European and American groups have 
developed lexicons specific to genetic research.  For instance, at the European level, 
the European Society of Human Genetics (ESHG) distinguishes between 
‘identifiable’, ‘anonymous’, ‘anonymized’ and ‘old’ (i.e. legacy) collections[143].   
 
For the secondary use of ‘identifiable’ collections, the ESHG stipulates that 
investigators should be required to re-contact subjects to obtain consent for new 
studies. If it is impracticable to obtain consent, an appropriate ethics review board 
should authorize further use of the samples considering the minimum risk to the 
donor[144]. While ‘anonymous’ collections may be used for other purposes than 
those originally intended[145], the secondary use of ‘anonymized’ samples is 
acceptable in order to allow sample and information sharing for minimal risk 
research[146]. Finally, the ESHG states that ‘old’ collections should be regarded as 
abandoned and therefore useable for new research purposes (with REB 
approval)[147]. However, the ESHG does not define the term ‘old collection’.  
 
In contrast, the American National Bioethics Advisory Commission (NBAC) [148] uses 
terms such as ‘unidentified’, ‘identified’, ‘unlinked’, ‘coded’ and ‘identified’, and 
provides different definitions for each[149].  
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The NBAC defines ‘unidentified specimens’ as specimens for which identifiable 
personal information was not collected or, if collected, was not maintained and cannot 
be retrieved by the repository.  ‘Identified specimens’ are defined as specimens linked 
to personal information in such a way that the person from whom the material was 
obtained could be identified by name, patient number, or clear pedigree location. 
‘Unidentified samples’ are those supplied by repositories to investigators from a 
collection of unidentified human biological specimens (also called “anonymous”).  
‘Unlinked samples’ are defined as samples lacking identifiers or codes which can link 
a particular sample to an identified specimen or to a particular human being (also 
called “anonymized”). ‘Coded samples’ (sometimes termed “linked” or “identifiable”) 
as samples supplied by repositories to investigators from identified specimens, but 
where  personally identifying information, such as a name or Social Security number 
is replaced with a code.Finally, ‘identified samples’ are samples supplied by 
repositories from identified specimens with a personal identifier (such as a name or 
patient number) that would allow the researcher to link the biological information 
derived from the research directly to the individual from whom the material was 
obtained.  
 
This brief overview of European and American lexicons exemplifies the issues arising 
from the use of these different terms[150].
 
For years, scholars have challenged these 
interpretations, albeit with limited success. Simplified nomenclatures[151, 152, 153] 
have been proposed, as well as  the adoption of a more nuanced approach, 
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appropriate to the degree of sensitivity and identifiability of data, the type of research 




Despite the international consensus on the requirement for a prior, free and informed 
consent from the data subjects for the research use of their data, all jurisdictions 
recognize that a waiver of consent could be ethically justified when consent is 
impracticable (e.g. when costs are prohibitive) or impossible to obtain (e.g. when the 
data provider is deceased).  According to the legal comparative analysis (see Table 
1), answers to the following questions are of utmost importance when considering the 
secondary use of health data for research purposes: 
 Is obtaining a new consent impossible or impracticable? 
 Is the waiver of consent granted by a Research Ethics Board (REB) or another 
authorized committee?   
 Is access to identifiable personal data essential for the research? 
 Are known preferences of the participants (or relevant groups) about the use of 
data taken into consideration? 
 Does the proposed research use corresponds to an important public interest?  
 Does the waiver of consent adversely affects the rights and welfare of the 
subjects (balance of risks vs. benefits)? 
 Does the research design involve no more than minimal risk? 
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 Are the privacy of research participants and the confidentiality of data 
protected? 
 If warranted, is the waiver of consent consistent with international and 
domestic law? 
 
While domestic laws greatly influence implementation and interpretation of 
international and national guidelines, and despite major differences accross national 
data protection laws, these 9 criteria are consistent with both international and 
national bioethical frameworks, and form the basis for an internationally harmonized 
scheme for the secondary use of data for research purposes. As a result, these 
criteria could be used to develop an international framework for the legal and ethical 
secondary use of data in research, particularly with regard to the use of deceased 
individuals’ data. 
 
B. Bioethical Perspective 
 
While the international and national frameworks governing the secondary use of 
deceased individuals’ data are sufficiently harmonized to allow for the identification of 
a common set of criteria, such use raises ethical issues related to the familial nature 
of genetic and health information. These ethical issues stem from the fact that none of 
the  laws reviewed consider the potential impact of such secondary use on the 
biological family of the deceased individual.  
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Discussions surrounding the secondary use of post mortem data reveal potential 
frictions between the rights and interests of the deceased individuals, and those of 
their family members[155].  In addition, while potentially beneficial for some members 
of the biological family of the deceased (e.g. when a return of results allows for  a 
medical assessment), secondary use may also raise privacy issues, for example, 
related to re-identification or breach of privacy. A bioethical analysis, using 
principlism, allows for a better understanding of the balance of risks and benefits 
related to the secondary use of deceased individuals’ data for research. First 
developed in the Belmont Report[156] and further articulated by Beauchamp and 
Childress[157], principlism is the dominant research ethics theory in North America. It 
evaluates the ethical character of an action based on four basic principles—
autonomy, beneficence, non-maleficence and justice. In this conceptual framework, 
no single principle is considered absolute and the four principles should be given 
different scope and weight in different contexts. 
 
The principle of autonomy advocates respect for the decision-making capacities of 
autonomous persons. For instance, if the deceased has expressed clear wishes for 
the use of his/her data, the principle of autonomy requires that researchers and family 
members act accordingly. However, in the absence of such expressed wishes, 
respect for the principle of autonomy prevents researchers or family members from 
presuming the unexpressed wishes of the deceased. Moreover, the respect of the 
autonomy of family members could also guide the researcher in opposite directions, 
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since the wishes of one family member could potentially be in contradiction to that of 
others. 
 
However, it is worth noting that the legal frameworks governing the secondary use of 
already collected data of deceased persons often bypass the principle of autonomy 
by providing a third party, for instance a national data authority or an REB, with the 
right to authorize the research.  In this specific context, neither the consent of the 
deceased individual nor the authorisation of family members are sought.   
 
Respect for the principles of beneficence and non-maleficence requires that benefits 
be balanced against the risks of secondary use of a deceased individual’s data. With 
regard to beneficience, it is difficult to  establish that the deceased individual or his or 
her family members will benefit directly from the secondary use of data. However, 
such use could benefit persons of the same age or condition of the deceased, or the 
broader society.  
 
With respect to the family members, the analysis of the principle of non-maleficence – 
(avoidance or prevention of harm) raises the possibility that the secondary use of a 
deceased participant’s data could be maleficent if privacy and confidentiality of 
research results are not respected. However, the non-disclosure of research results 
may also have harmful consequences, especially if prevention or treatment is 
possible for affected family members. 
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Finally, the justice principle requires a fair distribution of benefits, risks and costs. In 
this respect, the secondary use of deceased individuals’ data complies with the 
justice principle, when the use  allows for better scientific research or benefits to 




The secondary use of already collected data carries both benefits and drawbacks. On 
the one hand, pre-existing collections are of great importance for research, and the 
secondary use of these resources could provide important benefits for society and 
promote advancement of knowledge. On the other hand, when the original consent 
did not foresee such new research uses, the secondary use of already collected data 
may affect the autonomy and privacy of the research participant. These issues are 
exacerbated when using data from deceased individuals, since none of the laws 
analysed considers the impact of such secondary use on the biological family of the 
deceased. 
 
International and national legal frameworks provide guidance to promote a wider 
(albeit limited) secondary use of data, while protecting research participants’ rights 
and interests. Despite some differences, the similarities between international and 
national regulations and norms governing the secondary use of research data reveal 
the emergence of a common set of criteria.  Moreover, in spite of the ethical 
specificities related to the balancing of the rights of the deceased against those of 
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his/her living family members[161], none of the jurisdictions examined have 
established a different framework for the secondary research use of deceased 
persons’ data.  This analysis therefore advocates for the inclusion of the deceased 
individuals’ rights as part of the general framework governing the secondary use of 
data in research, and for the development of meta-governance mechanisms.   
 
Table 1: Summary Table of the National Frameworks Governing the Secondary 
Use of Deceased Individuals’ Data 
 
 Australia Canada France United States United 
Kingdom 
1. Laws and 
Regulations: 
Privacy Act, act 
no. 119 of 1988 
Privacy Act, RSC, 
1985, c. P-21 
Code de la santé 
publique, version 
consolidée au 27 
mars 2014 






(HIPPA) of 1996, 
Pub.L. 104–191, 
110 Stat. 1936, 
enacted August 21, 
1996 
Data Protection 














protected for up to 










individuals is not 







under the law 
Criteria for the 
secondary use of 
data of deceased 
persons 
Not applicable to 
deceased 
individuals’ data 








2) The information 




3) The researcher 
must agree, in 
writing, to refrain 
from further 
disclosure of 
information in a 
form that could 
reasonably lead to 
the re-identification 
1) An advisory 
committee can 
authorize the 
secondary use of 
non-directly 
identifying data, 
unless they have 
opposed to such 
use in writing 
before their death. 
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of the concerned 
individual 
2. Guidelines: National 
Statement on 






Involving Humans  
and 
The Canadian 
Institutes of Health 
Research (CIHR) 




N/A National Bioethics 
Advisory 
Commission, 
Ethical and Policy 
Issues in Research 
Involving Human 
Participants, 
Volume I Report 
and 
Recommendations 
of the National 
Bioethics Advisory 
Commission 








for the secondary 
use of data, 
including data of 
deceased 
persons 





√ √    
 The waiver of 
consent is 
granted by an 
authorized 
committee 
√ √ √ √ √ 
 Access to 
identifiable 
personal data is 
essential for 
research 






the use of data 
are taken into 
consideration 
√ √ √  √ 





    √ 
 The benefits of 
research justify 
any risk of harm 
√ √  √ √ 
 The research 
design involves 
no more than 
the minimal risk 
√   √  




of data are 
protected 
√ √  √ √ 





√   √  
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Suite à cette étude des cadres normatifs internationaux et nationaux de cinq pays, il 
est possible de raffiner le processus en trois étapes permettant de déterminer 
l’opportunité légale et éthique de l’utilisation des données à des fins de recherches, 
tel qu’identifié au Titre Liminaire, en incorporant à la 3e étape les modalités propres à 
la dispense de consentement. Ce processus devient dès lors : 
1) Le respect du consentement du participant ;   
2) La possibilité de recontacter les participants afin d’obtenir un nouveau 
consentement ; et 
3) La possibilité d’obtenir une dispense de consentement, lorsque l’ensemble des 
éléments suivants sont présents : 
a. L’obtention d’un nouveau consentement est infaisable ou impossible; 
b. La dispense de consentement est autorisée par un comité d’éthique de la 
recherche ou autre comité autorisé ; 
c. L’accès aux données identifiables est nécessaire à la recherche ; 
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d. Lorsque connues, les préférences des participants sont prises en 
considération ; 
e. La recherche proposée doit correspondre à un intérêt public important ; 
f. La dispense de consentement ne doit pas négativement affecter les droits et 
le bien-être des participants ; 
g. La recherche doit se situer en deçà du seuil de risque minimal ; 
h. La confidentialité et la vie privée des participants doivent être préservées ; 
i. La dispense doit être respectueuse des normes nationales et internationales. 
 
Ces modalités supplémentaires constituent le fondement normatif de la dispense de 
consentement et le second pilier de cette thèse. Ils seront utilisés ultérieurement afin 
d’identifier les modalités susceptibles d’influencer l’interopérabilité normative des 
données. 
 
Cependant, à cet ensemble s’ajoutent les politiques et procédures propres à chaque 
biobanque, qui encadrent la mise en oeuvre des étapes 1 et 2 mentionnées 
précédemment. Parmi ces documents, le formulaire de consentement constitue la clé 
de voûte des droits des participants à la recherche.  
 
Le second chapitre du présent titre sera donc dédié à l’évaluation des modalités 
prévues aux formulaires de consentement afin d’identifier celles liées à l’utilisation 
des données en recherche, notamment en matière de consentement et de recontact. 
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CHAPITRE II. LE CONSENTEMENT À LA RECHERCHE : UN ACTE DE NATURE 
SUI GENERIS  
 
L’étude comparative des normes encadrant l’utilisation des données confirme 
l’importance d’obtenir le consentement libre et éclairé du participant préalablement à 
la recherche. De plus, cette étude révèle que malgré d’importantes variations entre 
les juridictions, plusieurs points de convergence peuvent être identifiés relativement à 
l’utilisation secondaire des données. 
 
À ces normes internationales et nationales s’ajoutent les modalités propres à 
chacune des biobanques, principalement retrouvées dans leurs formulaires de 
consentement. À cet égard, il importe de noter que la doctrine et la jurisprudence 
québécoise qualifient les formulaires de consentement à la recherche d’actes sui 
generis, puisqu’ils s’inscrivent à l’intersection du droit des personnes et du droit des 
contrats.92 
 
Ce second chapitre a pour objectif d’étudier et de comparer les différents 
mécanismes utilisés par les cohortes membres d’un consortium international de 
recherche afin d’encadrer leurs pratiques en matière de consentement, de recontact 
et de dispense. À cet effet, nous avons analysé le contenu des 52 formulaires de 
                                                 
92
 À cet effet, voir notamment : Julien P Cabanac et Michel T Giroux, « Le formulaire de consentement 
à la recherche : incompatibilité entre le droit des personnes et le droit des contrats » (2007) 37 
R.D.U.S. 235; Cantin-Cloutier c. Gagnon, (C.S.) 200-17-001424-993, 20 nov. 2000, REJB 2000-21212; 
Roy c. Walker, 16 mai 2000, REJB 2000-18273 (C.A.) [Roy c. Walker (C.A.)]; Jacob c. Roy, 2003BE-
482 (C.S.); Jimenez c. Pehr, REJB 2002-32698 (C.S.). 
  105  
 
consentement utilisés par les cohortes membres du consortium international 
ENGAGE. Cet article, intitulé « Retrospective access to data: the ENGAGE consent 
experience » a été publié en 2010 au European Journal of Human Genetics93. 
 
L’auteure de cette thèse est l’auteure principale de cet article. Isabelle Budin-Ljøsne, 
Bartha Maria Knoppers et Jennifer R. Harris ont également contribué à la rédaction et 
la vérification de l’article. Les autorisations des coauteurs ont été obtenues 
conformément aux exigences de la Faculté des études supérieures et postdoctorales 




Retrospective access to data: the ENGAGE consent experience 
 
Anne Marie TASSÉ, Isabelle BUDIN-LJØSNE, Bartha Maria KNOPPERS  
and Jennifer R HARRIS 
 
The rapid emergence of large-scale genetic databases raises issues at the nexus of 
medical law and ethics, as well as the need, at both national and international levels, 
for an appropriate and effective framework for their governance. This is even more so 
for retrospective access to data for secondary uses, wherein the original consent did 
not foresee such use. The first part of this paper provides a brief historical overview of 
                                                 
93
 Anne Marie Tassé et al., « Retrospective access to data: the ENGAGE consent experience », (2010) 
18 Eur J Hum Gen 741. 
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the ethical and legal frameworks governing consent issues in biobanking generally, 
before turning to the secondary use of retrospective data in epidemiological biobanks. 
Such use raises particularly complex issues when (1) the original consent provided is 
restricted; (2) the minor research subject reaches legal age; (3) the research subject 
dies; or (4) samples and data were obtained during medical care. Our analysis 
demonstrates the inconclusive, and even contradictory, nature of guidelines and 
confirms the current lack of compatible regulations. The second part of this paper 
uses the European Network for Genetic and Genomic Epidemiology (ENGAGE 
Consortium) as a case study to illustrate the challenges of research using previously 
collected data sets in Europe. Our study of 52 ENGAGE consent forms and 
information documents shows that a broad range of mechanisms were developed to 
enable secondary use of the data that are part of the ENGAGE Consortium. 
 
Biobank Reserch in Perspective 
 
The last decade has seen the rise of research consortia – the result of a convergence 
of needs, multidisciplinary collaboration, combined expertise, and larger cohorts. In 
parallel, the development of automated analyses of tissue collection and data[1] has 
led to a rapid growth of both national and international and public and commercial 
biobanks. (In this article, the terms ‘biobank’, ‘genetic database’, ‘biological repository’ 
(…) are used interchangeably to signify any collection of human biological samples 
and/or data organized as a resource for genetic analysis and research, including 
material collected for research purposes, pathology collection, rare or specific disease 
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archives, or any other databases created for longitudinal studies on any disease or 
condition.) Many ongoing longitudinal studies, often rich in health and 
sociodemographic information, have expanded their reach by adding biobank 
components. 
 
Historically, North American and European regulatory approaches to biomedical 
research covered traditional clinical research and relatively small-scale biosample 
collections. Although research tools and resources have evolved, ethics and law lag 
far behind.[2] This is even more so for retrospective access to data for secondary 
uses (secondary use is ‘Using data or samples in a way that differs from the original 
purpose’ (P3G Observatory, Lexicon, online: <http://www.p3gobservatory. 
org/lexicon/list.htms> (21 May, 2009)), in which the original consent did not foresee 
such use. 
 
The first part of this paper provides a brief historical overview of the ethical and legal 
frameworks governing consent issues in biobanking before 1995 (A) and then in the 
last decade (B). The second part of this paper uses the European Network for 
Genetic and Genomic Epidemiology (ENGAGE Consortium),[3] a large European 
collaborative research project with 25 partners from 13 countries as a case study to 
illustrate the challenges of research using previously collected data sets in Europe. 
We describe the general characteristics of ENGAGE consents (A) before examining 
the possibility of applying the ‘prospective’ solutions found in modern biobanks for 
such a ‘retrospective’ research (B). The majority of studies comprising the ENGAGE 
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Consortium were recruited on the basis of their ability to deliver already genome-
scanned data to the ENGAGE analyses at the start of the project in January 2008. 
This particular sample of studies may represent European cohort studies that, at that 
time, were at the forefront of genomic research. Given that the data had been 
consented long before ENGAGE was conceived, our primary interest was to assess 
the consent mechanisms that permitted these data to be used in ENGAGE and the 
specific challenges encountered. Striving to generalize these results to other 
consortia is outside the scope of our focus and may not be very relevant because of 
the inherent idiosyncracies of the consortia, including variations in their research 
focus and the criteria used to recruit studies. Moreover, this is not an analysis of the 
national legal frameworks governing retrospective research. 
 
I. HISTORICAL, LEGAL, AND ETHICAL BIOBANKING ISSUES: INTERNATIONAL 
POLICY PERSPECTIVES 
 
The rapid growth of biobanks has been followed by a concomitant growth of 
international, national, and professional guidelines, as well as recommendations, 
laws, and regulations.[4] Although the very creation of biobanks was questioned only 
a few years ago, today it is the issues they raise that predominate. Our focus is on the 
issues raised by consent to the secondary use of data. Section A studies the barriers 
created by informed consent requirements as found in international guidelines from 
1947 to 1995, whereas section B examines the solutions developed since then. 
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A. Consent in international guidelines from 1947 to 1995: barriers? 
 
Consent, as it is conceived in international guidelines from 1947 to 1995, endorses 
positions that can create barriers to research and are now being revisited in light of 
advances in science and data use. These include (i) the requirement for individual 
informed consent, as well as (ii) access to samples and data collected from minors or 
(iii) from subjects who are now deceased. 
 
(i) Requirement for informed consent. Respect for autonomy is one of the basic 
ethical principles of research ethics, dictating the requirement for a previous, free and 
informed consent for research participants.[5] Most authors consider informed 
consent as the gold standard of research ethics.[6] The classical doctrine of informed 
consent requires a participant to be appropriately informed about the research 
objectives,[7–16] procedures,[9,10,13,15,16] risks,[9–11,13,15–17] and 
benefits.[10,11,13,15–17] There are different information and consent procedures for 
different kinds of research. The use of biological samples and data outside the range 
of research mentioned in the consent form would be considered a ‘secondary use’, 
which, in most jurisdictions, is neither legal nor ethical in the absence of new consent, 
ethics waiver, or legal provisions. 
 
(ii) Minors. The inclusion of children in longitudinal studies also raises ethical and 
legal issues, as it is their parents who authorize such participation.[10–14,16,18,19] 
As children mature and develop the capacity to make independent decisions, they 
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have an increased capacity to participate in decision making.[19] This raises 
questions about the scope of parental consent and the assent/consent of the child. 
International policies agree that informed consent of parents (or legal representatives) 
is required before collecting, storing, and using the data and biological samples of a 
child.[10–14,16,18] As consent is a continuous process, what happens when the child 
requests control over his or her own participation in a research biobank and refutes a 
parental decision? This is particularly relevant for population biobanks and consortia 
in which samples and data are stored for long, sometimes undefined periods. 
Moreover, in some jurisdictions, the law recognizes the growing capacity of children. 
Mature minors then can make an independent choice regarding their continued 
participation.[5,19] Therefore, some doctrines propose to seek consent from the 
children when they reach sufficient maturity but others limit participation without 
parental authorization to legal age.[20] This could be difficult for biobanks, unless 
researchers follow up with the parent(s) and child on a regular basis.[21] 
 
(iii) Deceased individuals. The legal and ethical requirements of obtaining consent 
for each new research project also create hurdles when research subjects are 
deceased. The secondary use of research samples and data collected for a specific 
research project after the subjects’ death is rarely discussed in international 
guidelines. Although some guidelines recognize that access to genetic data after the 
death of the person from whom it was obtained presents special issues,[12] other 
guidelines recommend that biobanks should have a clearly articulated policy about 
the effects, if any, of the participant’s death or loss of legal capacity, and that 
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participants should be informed of this policy.[15] Although this solution might be 
valuable for prospective cohorts, it would be impossible to implement for retrospective 
population biobanks, as consents have already been collected. 
 
B. Consent in international guidelines 1995: solutions? 
 
Since 1995, guidelines began to recognize the barriers to population and consortia 
research. Proposed solutions include the following: (i) broad/blanket consent; (ii) 
multilayered consent with secondary use statements; (iii) recontact/reconsent 
mechanisms; (iv) presumed consent/opting out; (v) waived consent; and (vi) 
anonymized vs coded data. 
 
(i) Broad/blanket consent. Since 1998, some guidelines propose the use of a broad 
or even a blanket consent[12,22,23] ‘that would allow use of a sample for genetic 
research in general, including future as yet unspecified projects’.[22] Thus, only if a 
research project is different from the wide ambit of the original broad/blanket consent 
would a new consent be necessary.[4] However, such consent can only be 
implemented prospectively. If research is retrospective, recontacting subjects to 
obtain a new informed consent is required by most international 
guidelines.[13,15,16,24] 
 
(ii) Multilayered consent with secondary use. A North American solution to 
overcome the hurdles created by the requirement for a specific informed consent was 
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a ‘multilayered consent’. This solution, proposed a decade ago,[25,26] suggests 
dealing with the secondary use of genetic material and associated data by using a 
comprehensive consent form, which allows the research subject to choose from a 
number of options in advance. Adding a ‘secondary use statement’ that mentions that 
even if samples and data are collected for a defined research or for research in a 
defined domain they can be used for other research in different domains is an 
example of this ‘anticipatory’ practice. Respecting multilayered consent, however, 
requires impressive and expensive logistics. In the context of population biobanks 
and international consortia, it is impracticable and impossible. 
 
(iii) Presumed consent with opting out. The requirement for informed consent for 
research participants has always had as its counterpart the right to withdraw.[9–15] 
Under a presumed consent approach with notification, the counterpart is the 
possibility to opt out.[4,27] Presumed consent with an ‘opt-out’ mechanism requires a 
wide notification of the public and the creation of a structure to ensure the respect of 
those who opt out. This structure already exists in some European countries, with 
regard to the secondary use of clinically obtained samples and data for research 
purposes. Indeed, France,[28,29] the Netherlands,[30] and Spain[31] foresee this 
notification with an opt-out mechanism for the research use of leftover tissues in the 
setting of medical care. 
 
(iv) Recontact/reconsent. For population biobanks with longitudinal objectives, to 
continually recontact participants for new consents defeats the purpose, that is, the 
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creation of a longitudinal resource for future unspecified research. It can also be 
impossible to obtain a new consent from research subjects who have died or who 
have moved.[8] Some subjects can also resent the recontact as being offensive or an 
invasion of their privacy.[8] For these reasons, population studies now ask, at the time 
of recruitment, for permission to recontact participants if they have additional 
questions or need for samples.[8] 
 
(v) Waived consent. If it is not possible to recontact participants for reconsent, some 
guidelines allow for waived consent for the use of biological material, if certain 
conditions are met.[4] However, these conditions are not harmonized among 
international guidelines.[10,13,16–18,24] 
 
(vi) Anonymized vs coded data. As stated in the Declaration of Helsinki, ethical 
principles apply to ‘medical research involving human subjects, including research on 
identifiable human material or identifiable data’.[10] It follows that research using 
anonymized or anonymous data does not create an obligation to obtain informed 
consent, as the study does not involve identifiable individuals.[10,24]  
 
However, the use of anonymized data is not possible in all research and creates its 
own ethical hurdles, as some researchers need to follow up participants over time, 
research subjects cannot withdraw or be recontacted for reconsent, and it is 
impossible to repeat the analyses for validation purposes. Moreover, anonymization 
may not always be appropriate. In the case of research focusing on gene–
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environment interactions, personalized and sometimes even identifiable health data 
may be required for a complete analysis. For these reasons, some countries such as 
the Netherlands and United States have developed a data coding system allowing for 
the secondary use without reconsent of coded data as if it were anonymized, as the 
researcher accessing data does not have the link back to the participant.[32] 
 
The barriers and solutions described in this section might seem purely theoretical, but 
they have important implications for research, especially for retrospective meta-
analyses such as those conducted in the ENGAGE project. 
 
II. LEGAL AND ETHICAL ISSUES OF BIOBANKING: THE CASE OF THE 
ENGAGE CONSORTIUM 
 
In this second part, we use the ENGAGE Consortium as a case study to examine the 
impact of the challenges of research using previously collected data sets. First, we 
describe the general characteristics of the studies comprising ENGAGE and the 
nature of their original consents (A). Next, we analyze the information given to the 
research participants and how these documents deal with issues identified as 
potential hurdles for retrospective research (B). 
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A. General characteristics: ENGAGE 
 
The 39 ENGAGE cohorts originate from 13 different countries and are part of 
population-based follow-up studies (19), family studies (7), twin studies, (6) and 
case–control settings or case-only studies (7).[33] The size of the ENGAGE cohorts 
varies from data sets of 10 000 samples per data set (67% of all cohorts) to data sets 
of 450 000 samples per data set (6% of all cohorts). Collectively, the data from these 
39 cohorts represent human genetics data sets from 4600 000 individuals. ENGAGE 
is a 5-year project that was funded by The European Community’s Seventh 
Framework Programme (FP7/2007–2013) in 2008. 
 
The genetic and phenotypic data made available to ENGAGE were collected at a time 
when their possible future use in ENGAGE was unknown. Analyses of electronic 
copies of the information leaflets and informed consent forms (‘Information 
Documents’ or ID) used in the ENGAGE cohort studies identified the main challenges 
emerging from the use of already collected data for the purpose of retrospective 
research. In all, 52 studies from the 39 cohorts of ENGAGE were analyzed. This 
represents 95% of the ENGAGE cohort studies. Although six ENGAGE partners are 
from Nordic countries, 62% (32) of the cohort studies are from Nordic countries. It 
should be noted that the results below are based on our analysis of the content of the 
information documents given to the participants. Neither other consent mechanisms 
used in different countries nor national legal frameworks were investigated. 
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About two-thirds of the ENGAGE cohort studies are regionally representative (34), 
with participants recruited from specific, small, or medium-size towns or regions, 
usually through the county hospital or the regional biobank. The remaining studies 
(18) recruited participants countrywide. Furthermore, 88% (46) of the data collected in 
the 52 cohort studies are <20 years old. Most of the studies are longitudinal desings 
and were often added onto similar previous studies (e.g., KORA, Tromsø, NFBC). 
The majority recruited only adults; 13% (7) also recruited minors, usually for the 
purpose of following up mothers and their infants until a certain age.  
 
All studies had local research ethics committee approval, and research participants 
received an information sheet describing the research and/or an informed consent 
form at the time of recruitment. Normally, clinical and health information was collected 
by means of questionnaires and samples (e.g., blood sample, urine sample). Some 
studies included more in-depth medical examinations (e.g., ECG). 
 
B. Mechanisms within ENGAGE 
 
The information documents given to the research participants describe the 
mechanisms used in retrospective research under the following categories: (i) broad 
consent; (ii) multilayered consent; (iii) secondary use; (iv) withdrawal; (v) 
recontact/reconsent; (vi) deceased persons; and (vii) anonymized/coded data. These 
will be briefly described before analyzing their impact on ENGAGE (viii). Figure 1 
  117  
 
shows the frequency at which these various mechanisms were used by ENGAGE 
cohorts. 
 
(i) Broad consent. Consents can be categorized into two main types. Broad consent 
is defined as asking the research participants to consent to a wide range of future 
research,[34] whereas specific consent is limited to a specific research. In all, 52% 
(27) of the studies used broad consent and 48% (25) used specific consent. In 67% 
(35) of the studies, the information documents specified that the samples taken would 
be used for DNA extraction or genetic analysis. In the remaining 33% (17), the 
information provided to participants did not mention genetic research per se but only 
biological research (e.g., extraction of clinical values such as cholesterol levels). 
Figure 1 Mechanisms used by ENGAGE cohorts. Source: informed consent forms 
and information leaflets from 52 studies belonging to the 39 ENGAGE cohorts. 
 
(ii) Multilayered consent. In all, 12% of studies (6) used a multilayered consent 
approach. For instance, in some informed consent forms from Norway and Sweden, 
research participants were given the option to cross out items they did not want to 
give their consent to (e.g., extraction of DNA, recontact for further investigation, 
merging of results with other registers). 
 
(iii) Secondary use. A total of 63% (33) of the studies mentioned secondary use of 
collected data. In those 33 studies, seven specified that such research would only be 
carried out with the approval of a local oversight authority, such as a data 
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inspectorate and/or a research ethics committee. Of the studies, 54% (28) mentioned 
that the data may be shared with other biobanks or research institutions. In one of 
three studies (36%), secondary use is not mentioned in the information document. 
Failure to mention possible secondary use does not necessarily preclude such use, 
as the national ethical–legal frameworks may not explicitly prohibit it. 
 
(iv) Withdrawal. In 79% of the studies (41), participants were informed about their 
right to withdraw from the study. However, the fate of the data and samples on 
withdrawal is not dealt with uniformly. They can be destroyed, removed, or kept in the 
biobank. In about one-third of the studies, in which withdrawal is mentioned, the 
procedure to be followed is not specified. 
 
(v) Recontact/reconsent. Of the studies, 36% (19) mention that participants may be 
recontacted if new research is to be performed or if the data are to be shared with 
other investigators or biobanks. Four studies mention explicitly that such recontact 
implies that a new consent will be obtained. In 13% (7) of the studies, mothers and 
infants were recruited, usually for longitudinal studies with follow-up until a certain 
age. Among these, two address the issue of informing minors of their participation in 
the study or obtaining new consent once they have matured or reached legal age. In 
the first study, researchers would inform the minor of his/her participation at the age 
of 15 and 18 years. In the second study, researchers inform the minor of data storage 
and of the possibility of withdrawal. 
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(vi) Deceased persons. Only 5% (3) of studies explicitly waive consent for the use of 
data and samples after the death or incapacity of the research participant. In the 
remaining 49 studies, this issue is not addressed. 
 
(vii) Anonymized/coded data. A total of 92% (48) of the information documents 
describe respect for confidentiality and the secure use of the health information of 
participants. In most cases, it is mentioned that the data will be deidentified (e.g., 
coded) or that the participant’s identity will not be traceable (anonymized). 
 
(viii) Impact for ENGAGE. In all, 73% of ENGAGE cohort studies use at least one 
mechanism to facilitate the secondary use of data. Ten studies (19%) use four 
mechanisms, whereas six use three mechanisms (Figure 2). Four cohort studies use 
broad consent in conjunction with another mechanism, either a secondary use 
statement or a recontact/reconsent mechanism, whereas seven (13%) studies use 
only a broad consent. Even among the 11 (21%) studies that have a specific consent, 
25 cohorts foresee the use of different mechanisms, such as a secondary use 
statement (7), a recontact/reconsent mechanism (2), a combination of a secondary 
use statement with a waiver of consent (1), or a recontact/reconsent mechanism with 
a waiver of consent (1). 
 
Only 14 studies (27%) have no explicit mechanism for the secondary retrospective 
use of data. Therefore, the data collected by these cohorts cannot be used by 
ENGAGE partners, unless in accordance with the original consent, or because 
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national legislative and/or ethical frameworks allow such secondary use without the 
reconsent of the research participant or under an ethics waiver. 
 
It is interesting to note that for the main research areas of ENGAGE (cardiovascular 
diseases and/or diabetes), 85% (44) of the studies obtained consent to perform such 
research. This consent corresponds to the overall research objectives of ENGAGE for 
the majority of research participants of the 52 cohort studies analyzed. 
 
Nevertheless, the practical management of change of status (death, incapacity, 
reaching legal age, or withdrawal from the study), the secure exchange of data across 
institutions and borders, and the risk for reidentification represent important 
challenges for ENGAGE. Because national legislation differs from one country to 
another, managing data exchange in ENGAGE requires knowledge of existing 
regulations and a continuous follow-up of international norms. When entering the 
project, all partners were responsible for ensuring that their data would be used in 
accordance with the consent given by the research participants. Difficulties may still 
occur when seeking a renewed consent or approval from a local research ethics 
committee or data inspectorate. This could lead to expensive and burdensome 
administrative procedures for the ENGAGE project. These challenges are not 
addressed in the consent forms. The project, which has already produced a 
significant number of international scientific publications (the list of ENGAGE 
publications is available on the ENGAGE public web site www.euengage.org.), 
illustrates the need for the evolution of consent, offers a unique opportunity to further 
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work on these issues, and, at the same time, continue to carry out major scientific 
research. 
 
Conclusion: Need for Coherent and Comprehensive Answers 
 
Current legal and ethical frameworks governing research are largely concerned with 
clinical trials, and therefore represent an ‘individual-oriented’ approach.[35] Many of 
the ethical and policy issues raised by biobanks revolve around tensions between 
individual ‘rights’, emerging from legal documents and ethical guidelines, and the 
objectives of biobanks.[7] We have demonstrated that the secondary use of 
retrospective data in epidemiological biobank research raises particularly complex 
issues if the consents are inconclusive, contradictory, or incompatible with such 
research. 
 
The ENGAGE partners developed a broad range of mechanisms to enable secondary 
use of data. This particular sample of studies may represent European cohort studies 
that, at that time, were at the forefront of genomic research. Striving to generalize 
these results to other consortia is outside the scope of our focus and may not be very 
relevant because of inherent scientific differences between consortia. 
 
The study of barriers hampering secondary use of data within the ENGAGE 
Consortium shows an urgent need for a harmonized and ‘user friendly’ international 
ethico-legal framework for governing biobanks[36] that foresee ‘going back’ as well as 
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going forward. Retrospective research also needs a harmonized governance 
framework such as that developed for prospective research (see UK Ethics and 
Governance Framework[37]). However, scientific complexity, together with a 
multiplicity of international and national factors, could impede such an initiative. 
Another solution could be the creation of tools or of a platform with a common 
international ethical framework for retrospective research. Those who participated in 
past research deserve to have their contribution used and recognized. 
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Chart 1: Mechanisms used by ENGAGE cohorts 
Source: Informed consent forms and information leaflets from 52 studies belonging  
to the 39 ENGAGE cohorts. 
 
Chart 2: Solutions among ENGAGE Cohort Studies 
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L’analyse du contenu des formulaires de consentement utilisés par les biobanques 
membres du consortium ENGAGE démontre la multiplicité des solutions développées 
afin de permettre une utilisation optimale des données et l’absence d’harmonisation 
entre les biobanques concernées.  
 
Ainsi, aux exigences normatives dévoilées au Titre Liminaire en matière de 
consentement, reconsentement et dispense, s’ajoute un ensemble de modalités 
propres à chacune des biobanques faisant partie du partenariat de recherche. Le 
processus en 3 étapes énoncé précédemment doit donc également considérer les 
particularités suivantes : 
1) Le respect du consentement du participant (nature du consentement): 
a. Consentement large (broad); ou 
b. Consentement spécifique; ou 
c. Consentement à modalités variables (multilayered). 
2) La possibilité de recontacter les participants afin d’obtenir un nouveau 
consentement : 
a. Recontact et reconsentement prévu au formulaire de consentement; ou 
b. Recontact et reconsentement non prévu au formulaire de consentement. 
3) La possibilité d’obtenir une dispense de consentement, lorsque l’ensemble des 
éléments suivants sont présents : 
a. L’obtention d’un nouveau consentement est infaisable ou impossible; 
b. La dispense de consentement est autorisée par un comité d’éthique de 
la recherche ou autre comité autorisé ; 
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c. L’accès aux données indentifiables est nécessaire à la recherche ; 
d. Lorsque connues, les préférences des participants sont prises en 
considération; 
e. La recherche proposée doit correspondre à un intérêt public important ; 
f. La dispense de consentement ne doit pas négativement affecter les 
droits et le bien-être des participants ; 
g. La recherche ne doit se situer en deçà du seuil de risque minimal ; 
h. La confidentialité et la vie privée des participants doivent être 
préservées; 
i. La dispense doit être respectueuse des normes nationales et 
internationales. 
 
L’ensemble de ces modalités constitue le fondement normatif de l’utilisation des 
données à des fins de recherche et le dernier pilier de cette thèse.  
 
Cependant, le nombre élevé de variables complexifie grandement le travail 
d’évaluation du caractère harmonisé, ou non, des différentes cohortes. Ainsi, tout 
chercheur désirant savoir si les biobanques membres d’un consortium de recherche 
peuvent, légalement et éthiquement, partager leurs données afin de réaliser un projet 
de recherche commun doit non seulement effectuer une étude exhaustive du cadre 
normatif applicable dans les juridictions respectives des différentes biobanques, mais 
doit également étudier les politiques et formulaires de consentement de chacune. 
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Bien que nécessaire, ce laborieux travail n’est que très rarement réalisé. Par 
conséquent, plusieurs consortiums ne partagent que des métadonnées, tel que ce fut 
le cas pour le consortium ENGAGE, diminuant ainsi la qualité des résultats de 
recherche. 
 
De ce constat émerge la nécessité de développer un cadre de métagouvernance 
respectueux du processus exhaustif énoncé ci-dessus.  Un tel cadre permettrait de 
déterminer le degré d’interopérabilité éthique des cohortes, de manière à identifier 
rapidement les biobanques susceptibles de pouvoir collaborer à un projet de 
recherche commun, dans le plus grand respect de leur encadrement légal et éthique 
respectif. 
 TITRE II. L’HARMONISATION ÉTHIQUE ET JURIDIQUE : VERS UN NOUVEAU 
PARADIGME EN RECHERCHE 
 
À la lumière du processus en 3 étapes révélé au Titre Liminaire et raffiné au premier 
titre eut égard aux modalités de mise en oeuvre du consentement, du recontact94 et 
de la dispense de consentement95, le présent titre propose le développement d’un 
nouveau paradigme permettant l’évaluation de l’interopérabilité éthique et juridique 
des données lors de recherches internationales en génétique.  
 
Pour ce faire, le premier chapitre du second titre analyse, sur une base théorique, les 
concepts d’unification des lois, de standardisation et d’harmonisation des normes. 
L’étude de ces concepts constitue une étape essentielle préalable au développement 
d’une méthode d’évaluation de l’interopérabilité des données. Pour sa part, le second 
chapitre utilise la méthodologie sélectionnée afin de développer un cadre de 
métagouvernance respectueux du processus en 3 étapes raffiné au premier titre.  
 
CHAPITRE I. L’HARMONISATION ERSATZ DE L’UNIFICATION ?  
 
Le développement d’un nouveau paradigme permettant d’évaluer l’interopérabilité 
des données à des fins de recherche nécessite l’identification préalable d’une 
méthodologie reconnue et appropriée.   
                                                 
94
 Supra note 93. 
95
 Supra note 91. 
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À cette fin, les notions d’unification, de standardisation et d’harmonisation des 
normes ont été retenues, puisqu’elles favorisent les échanges internationaux tout en 
répondant à des impératifs légaux et organisationnels différents.  
 
Ces concepts sont donc étudiés de façon théorique afin d’évaluer leur pertinence 
dans le développement d’un cadre de métagouvernance visant à faciliter la prise de 
décision à l’égard du partage international des données. Rédigé par l’auteure de cette 
thèse l’article intitulé « From ICH to IBH in Biobanking? A Legal Perspective on 
Harmonization, Standardization and Unification » fut publié en 2013 dans le journal 




From ICH to IBH in Biobanking? A Legal Perspective on 
Harmonization, Standardization and Unification 
 
Anne Marie TASSÉ 
 
“Despite (...) enthusiastic predictions about the 
research benefits to be achieved through the 
exploitation of biobanked specimens and related 
information, there is continuing concern that this 
potential may not be realized soon. The problem is 
                                                 
96
 Anne Marie Tassé, « From ICH to IBH in Biobanking? A Legal Perspective on Harmonization, 
Standardization and Unification » (2013) Stud Ethics Law 1. 
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the lack of international consensus on appropriate 
regulatory standards and governance structures 




Biobanking activities are increasingly at the heart of research practices. Access to 
such resources is of major importance since it avoids the limitations of research 
conducted among smaller numbers of subjects. Moreover, the ability to combine data 
from numerous biobanks is increasingly important as it allows for the creation of very 
large datasets - as needed to study complex disease aetiology - and optimizes the 
use of already collected research material. The last decade has witnessed the 
creation of major international research consortia such as the European Network for 
Genetic and Genomic Epidemiology (ENGAGE)[1] and the Biobank Standardisation 
and Harmonisation for Research Excellence in the European Union 
(BioSHaRE.EU)[2], but promoting biobanks networking and thus maximizing public 
health benefits requires at least some degree of harmonization (European 
Commission, 2010). In international research initiatives, any discrepancies between 
national/regional legal frameworks create hurdles for the development and 
implementation of cross-border activities. 
 
Internationalization of genetic and genomic research, including the creation of 
international research consortia, is limited by the diversity of national perspectives on 
how to deal with legal and ethical issues (Pullman et al., 2011). Unification, 
standardization and harmonization of national/regional legal frameworks are used to 
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minimize legal discrepancies. Although quite different, these concepts aim, to 
different extents, to facilitate international activities. The terms “harmonization”, 
“standardization” and “unification” are often used rather loosely (Tay and Parker, 
2009), or in association with other concepts such as interoperability (Kiehntopf and 
Krawczak, 2011), mutual recognition (Schmidt, 2007), or globalization (Catá Backer 
2007; Crettez et al., 2009; Tay and Parker, 2009). However, these concepts have 
precise legal meanings, and the use of either one or another leads to specific and 
different consequences. 
 
An exhaustive look at the clinical side of laboratory activities shows that 
standardization of clinical laboratory practices is well underway (Tassé and Godard, 
2009) and supported by international initiatives such as the International Conference 
on Harmonisation of Technical Requirements for Registration of Pharmaceuticals for 
Human Use (ICH)[3]. ICH's mission is to achieve greater harmonisation to ensure that 
safe, effective, and high quality medicines are developed and registered in the most 
resource-efficient manner, by bringing together the regulatory authorities and 
pharmaceutical industries of Europe, Japan and the US to discuss scientific and 
technical aspects of drug registration.  
 
In order to provide a broad overview of consent issues and solutions emerging from 
international genetic and genomic research consortia, this paper will use both the 
ENGAGE and BioSHaRE.EU consortia as a proof of concept. The first part of our 
analysis (1) will identify consent challenges raised by international genetic and 
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genomic research consortia, as well as solutions proposed by BioSHaRE.EU (1.1) 
and ENGAGE (1.2). In the second part of this paper (2), we aim to study, from a 
theoretical legal perspective, harmonization (2.1), standardization (2.2) and unification 
(2.3) of legal frameworks and their implementation. To do so, we will define these 
concepts and establish optimal conditions supporting their implementation. Then, we 
will discuss the most appropriate solution to promote international research consortia 




In order to fulfill our research objectives, we first undertook a systematic analysis of 
ENGAGE and BioSHaRE.EU cohort consent forms to determine ability to share data. 
We then created an exhaustive table of most the recurrent consent themes and 
questions, as found in consent forms and information documents. Then, we 
conducted an exhaustive review of legal literature on harmonization, standardization 
and unification. Relevant literature was identified from LexisNexis[4], HumGen 
International[5], Pubmed[6] and Google Scholar[7] databases. This review included 
documents either written in, or translated into, English or French, prior to December 
5th, 2011. 
  





I. CONSENT CHALLENGES IN RESEARCH CONSORTIA: BIOSHARE.EU AND 
ENGAGE AS PROOFS OF CONCEPTS 
 
Both the BioSHaRE.EU and ENGAGE consortia will serve as models for the first part 
of our study. While ENGAGE aims to translate the wealth of data emerging from 
large-scale research in genetic and genomic epidemiology from European (and other) 
population cohorts into information relevant to future clinical applications, 
BioSHaRE.EU aims to build upon tools and methods available to achieve solutions 
for researchers to use pooled data from different cohort and biobank studies in order 
to obtain the very large sample sizes needed to investigate current questions in 
multifactorial diseases, notably on gene-environment interactions. Both consortia 
have large scale research objectives that raise similar ethical, legal and social issues. 
However, they propose different solutions to deal with the consent issues that they 
raise. 
 
A. BioSHaRE.EU – Computing Infrastructures for Data Pooling 
 
BioSHaRE.EU is a research project funded by the European Commission under the 
7th Framework Programme-Health Theme (2010-2015). By bringing together five 
European cohorts from five countries, and human genetics datasets of 1 250 000 
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individuals, BioSHaRE.EU also aims to allow researchers to use pooled data from 
different cohorts and biobank studies, thereby creating sample sizes large enough to 
investigate questions relating to multifactorial diseases. This goal will be achieved 
through the development of harmonization tools, implementation of these tools and 
demonstration of their applicability[8]. 
 
Although both the Public Population Project in Genomics (P3G)[9] and Biobanking 
and Biomolecular Resources Research Infrastructure (BBMRI)[10] have provided 
harmonization tools, BioSHaRE.EU brings together retrospective cohorts (i.e. already 
existing collections) and so, ELSI in general and consent issues in particular have not 
necessarily been harmonized between members. This situation raises important 
issues when considering their participation in BioSHaRE.EU core research projects.   
 
Assessment of the “ethical availability” of datasets minimally requires a comparative 
analysis of consent forms and information documents. Indeed, a preliminary analysis 
of the ethical availability of data from BioSHaRE.EU cohorts, for its core project on 
healthy obese revealed that all consents allow for genetic research, 
international/European data sharing, and the commercialization of research results. 
 
However, a complete evaluation of the ethical availability of datasets requires a more 
in depth analysis of the policies of the Biobank, as concerns data access, data 
sharing, publication/IP policies, data transfer agreements, etc. 
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Since BioSHaRE.EU includes only five biobanks, this comparative exercise is rather 
easy. However, such analysis becomes more complex as the number of biobanks 
increases. 
 
B. ENGAGE – Meta-Analysis for Translational Research 
 
ENGAGE[11] is research project funded by the European Commission under the 7th 
Framework Programme-Health Theme (2008-2012). Bringing together 24 leading 
research organizations and two biotechnology and pharmaceutical companies across 
Europe, Canada and Australia, it aims to translate the wealth of data emerging from 
large-scale research in genetic and genomic epidemiology from European (and other) 
population cohorts into information relevant to future clinical applications. 
 
The concept of ENGAGE is to enable European researchers to identify large numbers 
of novel susceptibility genes that influence metabolic, behavioural and cardiovascular 
traits, and to study the interactions between genes and life style factors. The 
ENGAGE consortium integrates human genetics datasets in order to demonstrate 
that these findings can be used as diagnostic indicators for common diseases to 
better understand risk factors, disease progression and why people differ in response 
to treatment. 
 
ENGAGE brings together 54 studies (39 cohorts) from 13 countries, and more than 
80,000 genome-wide association scans and DNA/serum/plasma samples from over 
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600,000 individuals. The size of the ENGAGE cohorts varies from <10 000 samples 
per data set to >50 000 samples per data set, and 88% of the data collected in the 
cohort studies are <20 years old (Tassé et al., 2010). 
 
Similarly to BioSHaRE.EU, ENGAGE brings together retrospective cohorts whose 
consents forms are not harmonized, which raises important ELSI issues when 
considering the creation of research projects within ENGAGE. 
 
As mentioned before, assessment of the “ethical availability” of data minimally 
requires a comparative analysis of consent forms and information documents, as well 
as the proposed research project. However, the large number and diversity of 
ENGAGE cohorts significantly complicates this process. Moreover, for some of the 
“older” cohorts (more than 20 years old, ≈ 12% of ENGAGE cohorts) consent forms 
may have changed through time, following evolution of consent requirements and 
advancement of science (Tassé et al., 2010). Also, some of the ENGAGE consent 
documents were neither available in English, nor in French. Therefore, the complete 
analysis of ENGAGE consent forms and information documents is nearly impossible.  
 
For all of these reasons, the creation of a comparative table for ENGAGE’s cohort 
policies (on data access, data sharing, publication, data transfer agreements, etc.), 
consent forms and information documents poses a significant challenge. 
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A first pass analysis of the consent forms and information documents of the 52 
ENGAGE cohorts allowed us to identify 13 ELSI related themes. It is important to 
note that we have looked for ELSI related themes, regardless of consent 
requirements (Budin-Ljøsne et al., 2011). We then divided these ELSI themes in 41 
ELSI specific questions (see Appendix 1 - Consent themes and questions). 
 
Despite having identified common ELSI themes and questions, the creation of a 
complete ELSI table of the 54 ENGAGE cohorts proved to be unfeasible, leading to 
more than 3*10E666 theoretical different combinations. 
 
Since a traditional comparative analysis of consent forms is nearly impossible, and in 
order to respect their legal and ethical requirements, ENGAGE cohorts decided to 
limit their participation to meta-analysis. Although important, the limited use of these 
data raises the following question: How can research consortia use the wealth of 
retrospective cohorts without losing the richness of individual datasets?  
 
This situation has led to a desire to establish common measures and systems to 
enable better interoperability of biobanks. Unification, standardization and 
harmonization are often used to minimize such discrepancies. Prospective biobank 
harmonization initiatives have been undertaken by numerous research consortia, 
such as the International Cancer Genome Consortium (ICGC)[12], GenomEUtwin[13] 
and the European Prospective Investigation into Cancer and Nutrition (EPIC) 
study[14]. However, retrospective harmonization (i.e. harmonization of already 
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existing collections) is different, since the quantity and quality of data is limited by the 
“heterogeneity intrinsic to the pre-existing differences in study design and conduct” 
(Fortier et al., 2010). While data harmonization is well under way (Fortier et al., 2011), 
there is currently no tool allowing retrospective “ethical” harmonization of research 
projects, so as to facilitate their ‘ethical’ interoperability. 
 
II. PROMOTING BIOBANKS INTEROPERABILITY – A THEORETICAL LEGAL 
PERSPECTIVE 
 
Internationalization of genetic and genomic research, and the creation of international 
research consortia lead to a desire to establish common measures and systems to 
enable better interoperability of biobanks. Unification, standardization and 
harmonization are often used to promote international interoperability. However, it is 
not clear whether these concepts are appropriate in the particular context of 
international genetic and genomic research. It is therefore necessary to define these 
concepts and illustrate their implementation in order to assess if unification, 
standardization or harmonization can effectively promote ethical interoperability of 
biobanks. 
  





(i) Harmonization in Theory 
 
The term harmonization refers to the making of a ‘consistent whole’ (Barber, 2001). 
Therefore, harmonization is a consequential concept suggesting the course – or the 
method – for attaining a predetermined substantive end (Catá Backer , 2007). It is 
also defined as a “movement away from total diversity of practices” (Tay and Parker, 
2009). 
 
More precisely, harmonization aims to eliminate incompatible differences in 
processes[15] that are of similar scope. It defines the extents of already existing 
processes and how they fit together. Rather than eliminate differences, harmonisation 
seeks to make differences compatible (Richen Steinhorst, 2005). By looking at the 
differences between processes and by understanding the boundaries of their 
variation, harmonization identifies common rules of behaviour and in turn, formalises, 
to some extent, a plethora of similar initiatives and developments. 
 
Harmonization involves comparing existing processes that are sufficiently similar in 
order to establish common principles and procedures. Therefore, harmonization 
requires: 
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1) Finding existing processes;  
2) Comparing processes to identify similarities and differences;  
3) Determining the limits of the “consistent whole”;  
4) Establishing common principles and procedures; and 
5) Changing or removing processes that do not contribute to the consistent 
whole. 
 
The creation of such a common frame of reference condenses principles, rules and 
terms to give coherence to already existing data (Gomez Pomar, 2008).   
 
Harmonization is mainly a retrospective and limited reorganisation of processes. It 
avoids a one-size-fits-all approach while eliminating inconsistencies between 
processes (Richen and Steinhorst, 2005).  
 
(ii) Legal Harmonization in Practice - Substantial Equivalence 
 
Legal harmonization is the most popular form of mutual recognition and is mainly 
implemented through « substantial equivalence » systems. 
 
For example, the Canadian Personal Information Protection and Electronic 
Documents Act (PIPEDA) is a federal law establishing a set of principles and rules for 
the protection of personal information collected, used or disclosed in the course of 
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commercial activity. Organizations that are subject to provincial legislation deemed 
substantially equivalent are exempt from PIPEDA.   
 
In recognizing certain legislation as substantially equivalent, PIPEDA provides a 
common standard for privacy protection across both federal and provincial 
jurisdictions.  
 
Another example of harmonization is the mutual recognition of professional 
guidelines. For example, the Canadian Association of Genetic Counsellors (CAGC) 
currently recognizes the norms and guidelines published by the American Board of 
Genetic Counselling (ABGC), and genetic counsellors certified by the ABGC have 
practice rights in Canada, as if they were certified by the CAGC. 
 
With respect to biobank harmonization, papers, reviews, and project proposals aiming 
for partial or complete harmonization of biobanking activities have been published 
(Fortier et al., 2010; Fortier et al., 2011). However, even perfect harmonization cannot 
solve the problem of territoriality (van Eechoud et al., 2009), which sometimes 
renders useless best harmonization efforts. 
  





(i) Standardization by Definition 
 
Standardization is defined as a “movement towards uniformity” (Tay and Parker, 
2009). It is mainly a prospective approach aiming to create a uniform process 
(standard) that can be applied across various premises, in order to: 
 
 Reduce quality variations; 
 Ensure consistency of end results; 
 Reduce the development of new initiatives (and reduce associated costs); 
 Facilitate comparison and sharing. (Richen and Steinhorst , 2005) 
 
Standardization involves not only establishing common principles and procedures, but 
also common standards (according to the state of the art), and requires: 
 
1) Prospective development of uniform standards; 
2) Development of assessment methods for these standards; 
3) Implementation of standards; and 
4) Regular assessment of the implementation of standards by a competent and 
independent organization. 
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Most standardization processes offer some form of recognition to those complying 
with the standardization requirements, such as accreditation or certification. 
Numerous standards currently govern clinical laboratories, in particular for clinical 
trials[16]. But there is currently no formal standard for research biobanks although, in 
2007, the Marble Arch Working Group on International Biobanking proposed an 
international norm for accreditation of research biobanks (Betsou et al., 2007). 
 
(ii) Standardization – The Safe Harbour Model 
 
A safe harbour is a provision of a statute or a regulation that reduces a party's 
liability under the law, on the condition that the party performed its actions in 
compliance with defined standards.  
 
An example of safe harbour can be found in the EU Data Protection Directive[17], 
which sets strict privacy protections for EU citizens. The Directive prohibits European 
firms from transferring personal data to overseas jurisdictions with weaker privacy 
laws, but creates exceptions where the overseas recipients have voluntarily agreed to 
meet EU standards under the Directive's Safe Harbour Principles. To be exempted, 
the recipient must adhere to the seven principles outlined in the Directive. These 
principles are: 
 
 Notice - Individuals must be informed that their data is being collected and 
about how it will be used; 
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 Choice - Individuals must have the ability to opt out of the collection and 
transfer of the data to third parties; 
 Onward Transfer - Transfers of data may only occur to organizations that 
adhere to adequate data protection principles; 
 Security - Reasonable efforts must be made to prevent loss of collected 
information; 
 Data Integrity - Data must be relevant and reliable for the purposes of its 
collection. 
 Access - Individuals must be able to access information held about them, 
and correct or delete it if it is inaccurate; and 
 Enforcement - There must be effective means of enforcing these rules.  
 
The Safe Harbour Principles are designed to prevent accidental information 




(i) Paradigms of Unification 
 
Unification focuses upon substituting or combining two or more legal systems and 
replacing them with a single system. It is both a process and a result (Kamdem, 
2009).  
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The traditional paradigm for legal unification is national unification, which is primarily 
based on a central court system or on central legislation. National unity is not, 
however, necessarily linked to uniform law. In a unified system, central rulemaking 
may be considered to be the legitimate application of rules consistent with the unified 
rule (Michaels, 2002). 
 
An international paradigm of unification, understood as the sphere in which states 
meet through their government representatives, differs from the traditional paradigm 
since there is no superior state. Consequently, unification is harder to attain if there is 
no strong central authority (Michaels, 2002). Thus, even if international unification is 
desirable, its feasibility is weaker than under a national paradigm (Michaels, 2002).  
 
Moreover, after years of debate about the pros and cons of legal unification, 
fundamental disagreements still remain (Michaels, 2002). Proponents of unification 
tend to argue that centralized processes are more efficient, while opponents advocate 
for frameworks and processes that are respectful of local particularities (Michaels, 
2002). 
 
(ii) Legal Unification in Practice –American and International Models 
 
As an example of national unification, the American Uniform Law Commission (ULC, 
also known as the National Conference of Commissioners on Uniform State 
Laws)[18], provides states with non-partisan legislation that brings clarity and stability 
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to critical areas of state statutory law. ULC members must be lawyers, qualified to 
practice law, appointed by state governments to research, draft and promote 
enactment of uniform state laws in areas of state law where uniformity is desirable 
and practical. ULC is a state-supported organization providing services that most 
states could not otherwise afford or duplicate. 
 
An example of international unification is the International Institute for the Unification 
of Private Law (UNIDROIT)[19], an independent intergovernmental organisation aiming 
to study needs and methods for modernising, harmonising and co-ordinating private 
law - in particular commercial law - between states, and to formulate uniform legal 
instruments, principles and rules to achieve those objectives. UNIDROIT's 63 member 
states are drawn from the five continents and represent a variety of different legal, 




Any normative integration process must consider two paradigms: horizontal 
integration (Michaels, 2002) and vertical integration (Catá Backer, 2007). 
Harmonization, standardization and unification are not equally well adapted to these 
different paradigms. Therefore, the scope of harmonization, standardization and 
unification is both defined and limited by the expected magnitude of implementation of 
the new integrated process.  
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Mandatory approaches, such as unification, are easier to implement in a national 
perspective (i.e. vertical integration) (Michaels, 2002), unless regional and 
international partners demonstrate a very strong desire to unify their practices. Since 
research ethics is rooted in international, national, local and biobanks-specific 
normative frameworks, and since states are not systematically involved in these 
processes, there is currently no strong central jurisdiction and authority governing all 
biobanks. Thus, international unification of ethical and legal requirements seems 
impossible to achieve in the actual context. 
 
While unification of normative frameworks governing biobanks is rarely discussed in 
literature, biobanks standardization is becoming increasingly popular (see Lipp, 
2008; Peakman and Elliott, 2010; Burgoon, 2006; Field and Sansone, 2006). Strongly 
supported by the Marble Arch Working Group on International Biobanking[20], 
standardization of international biobanking initiatives would facilitate biobanks 
interoperability by creating a uniform process for samples and data management 
(Betsou et al., 2007). Standardization of processes would also allow quality 
assurance assessments and proficiency testing. Compliance with the approved 
standards could be recognized by certification/accreditation of biobanks.  
 
Unlike national unification, standardization is a voluntary process. Biobanks remain 
autonomous, but are part of an international cohesive effort as concerns standard 
operating procedures. However, standardization requires the creation of a strong 
accreditation body and development of a uniform process representing the “state of 
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the art” in biobanking, which still need to be developed. Regarding ELSI, 
universalization of ethics has the down-side of weakening the integration of local 
particularities, which influences the ethical and legal robustness of research projects. 
Finally, standardization is only possible for new collections, while already existing 
collections can aim for harmonization.  
 
Harmonization aims to eliminate incompatible differences in processes that are of 
similar scope. It defines the extent of already existing processes and how they fit 
together. Rather than eliminate differences, harmonisation seeks to make differences 
compatible. Harmonization can facilitate biobanks international interoperability since it 
requires neither state intervention nor the creation a strong centralized body. 
Moreover, harmonization is a flexible approach that can be adapted to national and 
biobank-specific normative frameworks.  
 
The need to harmonize biobank structures, consent and privacy approaches and 
regulations has been acknowledged for many years (see Knoppers and Saginur, 
2005; Ballantyne, 2008). While data harmonization is well under way (see Fortier et 
al., 2010, Fortier et al., 2011), harmonization of the ethical frameworks of biobanks is 
far from complete. By looking at the differences between processes and by 
understanding the boundaries of their variation, harmonization identifies common 
rules of behaviour and in turn, formalises, to some extent, a plethora of similar 
initiatives and developments. But ethics is extremely difficult to harmonize, as it needs 
to be sensitive to individual/local particularities.  
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However, unification, standardization or harmonization of biobanking activities may 
elicit three categories of reaction: 
 
1) Biobankers may incorporate its norms and join the integrated community; 
2) Biobankers may learn to communicate with those embracing the norm in 
order to engage (and oppose or change) the normative basis of integration; 
or  
3) Biobankers may ignore it and effectively disengage from networks of the 
integrated community (Catá Backer, 2007) 
 
Therefore, any integration processes may create a two tiered system, where biobanks 
having international aspirations are governed by international governance 
mechanisms ensuring ethical acceptability of the use of biological samples and 
associated data (Knoppers et al., 2011; Häyry et al., 2007), while national or local 




Harmonization, standardization and unification are not dichotomous, but rather 
different points on the continuum between total diversity and uniformity (van Eechoud 
et al., 2009). However, due to their different etymology, they carry distinct legal 
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meanings that should not be confused with one another (Kamdem, 2009) and should 
be used in accordance with the objectives of the users. 
 
While biobanks unification seems out of the range of the possible - since it requires 
state intervention - standardization and harmonization could facilitate interoperability 
of biobanking activities. However, both solutions raise new challenges. On the one 
hand, the great challenge of standardization is the establishment of common, 
internationally recognized standards representing the state of the art in biobanking. 
On the other hand, harmonization is a non-mandatory process having a somewhat 
limited impact on biobanks interoperability. 
 
Moreover, integration processes not only affect the normative frameworks governing 
biobanks, but also the power of traditional governing systems. When seeking to 
integrate their activities, biobanks should perhaps consider creating supranational 
institutions. (Catá Backer , 2007) 
 
Existing tools for data harmonization allow researchers to know the scientific 
availability of relevant data, and allow the creation of virtual mega-cohorts of research 
participants. However, currents tools do not allow researchers to know the “ethical 
availability” of those data. In order to have a clear picture of the real availability of 
data, it is minimally essential to create similar tools so as to foster ethical 
harmonization. 
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  Is consent provided ? 
  Is a consent form provided? 
  Is an information pamphlet/document provided? 
Scope of Consent 
  What is the aim of the biobank? 
  Is the consent disease specific?  
  Does the consent address the secondary use of samples/data (i.e. 
unspecified future research)? 
  Is the consent broad (i.e. related conditions/unspecified future research)? 
  Is genetic research allowed/included? 
  Is access to medical or other health related records foreseen? 
Access 
  Can samples and/or data be transferred to/used by/shared with other 
researchers/biobanks/institutions?  
  Can samples and/or data be transferred to/used by/shared with other 
countries?  
  Is sharing of individual level data allowed? 
  Is sharing of aggregated data allowed? 
  Is sharing of genetic data allowed? 
  Is sharing of biological samples allowed? 
  Does samples and/or data sharing require a MTA? 
  Does the samples and/or data sharing require access to a public database ? 
Vulnerable Persons 
  Are samples and/or data collected from incompetent adults?  
  Are samples and/or data collected from children/minors?  
Ongoing/Secondary Use 
  Can samples and/or data be used after the subject’s death?  
  Can samples and/or data be used after the subject becomes incompetent?  
  Can samples and/or data be used after children participating in the study 
become adults? 
Privacy/Confidentiality 
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  Is confidentiality of samples and/or data addressed?   
  Is storage of samples and/or data required?  
  Is destruction of samples and/or data required?  
Re-Contact 
  Is re-contact foreseen as part of the study? 
  Is re-contact for further research possible? (e.g.. new purpose) 
  Is re-contact for more samples and/or data possible?  
Withdrawal 
  Is withdrawal addressed?  
  Is the fate of samples and/or data after withdrawal addressed? 
Return of Results 
  Will general research results be returned or communicated?  
  Will personal (individual) research results be returned?  
  Will the biobank return general research results to participants?  
  Will the biobank return personal (individual) research results to participants?  
  Will the researcher accessing/using the samples and/or data return general 
research results to participants?  
  Will the researcher accessing/using the samples and/or data return personal 
(individual) research results to participants?  
Commercialization 
  Is the possibility of commercial/industrial use addressed? 
Ethics Review 
  Is ethics review required for the use of samples and/or data?  
  Is a data access committee review required? 
Legal Typology of Samples Provision 
Duration 
  Is duration of the biobank addressed (end date)? 
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L’analyse des notions d’unification, de standardisation et d’harmonisation des normes 
démontre clairement que ces trois concepts répondent à des impératifs légaux et 
organisationnels différents.  
 
Dans le contexte actuel, le développement d’un cadre de métagouvernance visant à 
faciliter la prise de décision en matière de partage éthique et juridique des données à 
l’échelle internationale prohibe l’utilisation de concepts prescriptifs.   
 
Ainsi, une méthodologie fondée sur l’unification des normes ne peut être utilisée 
puisqu’elle requiert l’existence d’une juridiction ou autorité centrale forte.  À défaut, 
l’ensemble des partenaires - notamment les juridictions visées, biobanques, 
chercheurs, etc. - doivent démontrer une volonté ferme d’unifier leurs pratiques.   
 
Il en est de même eut égard à la standardisation, qui nécessite de développement 
d’un ensemble de normes communes. Le développement de telles normes 
entraînerait la disparition des particularités locales, affaiblissant ainsi l’éthicité des 
projets de recherche. De plus, ces nouvelles normes communes ne seraient 
applicables qu’aux nouvelles collectes de données, et non aux données déjà 
recueillies. 
 
Enfin, l’harmonisation des normes ne vise pas à éliminer les différences normatives, 
mais plutôt à rendre ces différences compatibles. De plus, elle n’exige pas 
l’intervention des états ni la mise en place d’une autorité centrale forte.   
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L’harmonisation favorise donc l’interopérabilité de normes non identiques en adoptant 
une méthodologie flexible susceptible d’être adaptée à différents contextes. La 
méthodologie suivante, identifiée à l’article ci-dessus, sera donc utilisée afin de 
développer le cadre de métagouvernance : 
1) L’identification des processus existants; 
2) La compraison des processus afin d’identifier les similarités et différences; 
3) La détermination des limites de l’ensemble cohérent (consistent whole); 
4) L’établissement de principes et procédures communs; et 
5) La modification ou l’élimination des processus ne contribuant pas à l’ensemble 
cohérent. 
 
De plus, le processus en 3 étapes révélé au Titre Liminaire et raffiné au premier titre 
de cette thèse sera étudié à la lumière de cette méthode d’harmonisation.   
 
CHAPITRE II. LE DÉVELOPPEMENT D’UN CADRE DE MÉTAGOUVERNANCE  
 
Alors que l’harmonisation des données à des fins de recherche constitue un 
processus rigoureux dont l’utilité n’est plus à démontrer, aucune méthode 
systématique ne permet actuellement de déterminer le degré d’harmonisation éthique 
et juridique des données. Le développement d’un tel cadre de métagouvernance 
permettrait non seulement d’évaluer la possibilité d’utiliser, ou non, certaines données 
lors de recherches rétrospectives, mais également de déterminer si les données 
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issues de différentes cohortes peuvent être combinées afin de créer un ensemble de 
données plus important.  
 
La méthodologie énoncée précédemment en matière d’harmonisation est utilisée 
dans l’article ci-essous afin de développer ce cadre de métagouvernance. L’article 
intitulé « Developing an ethical and legal interoperability assessment process for 
retrospective cohorts » sera soumis pour publication au journal Biopreservation and 
Biobanking.97 
 
L’auteure de cette thèse est l’auteure principale de cet article. Emily Kirby a 
également contribué à la rédaction et la vérification de l’article, tandis qu’Isabel 
Fortier a contribué à l’intégration du processus éthique et juridique à la méthodologie 
proposée. L’autorisation des coauteures a été obtenue conformément aux exigences 
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The last decade has witnessed the creation of major international research consortia 
aiming to facilitate the sharing of data and samples from different studies[1] across 
the world[2] to maximize public health benefits. Indeed, while most existing studies 
are stand-alone infrastructures, many are increasingly forming partnerships with 
others to obtain the numbers of participants required to explore the interaction of 
genetic, lifestyle, environmental and social factors.[3] Such consortia include, for 
example, the European Network for Genetic and Genomic Epidemiology 
(ENGAGE)[4] and the Biobank Standardisation and Harmonisation for Research 
Excellence in the European Union (BioSHaRE.EU).[5] However, combining 
heterogeneous data across existing studies requires both, addressing issues related 
to data harmonization, and to ethical and legal interoperability.[6] 
 
Data harmonization permits to achieve or improve the comparability of similar 
measures collected from different individuals by different studies.[7] A number of 
resources have been developed to ensure optimal harmonization, integration and co-
analysis of data by research partnerships. For instance, Maelstrom Research and its 
partners[8] has developed methods and software to foster a generic, but systematic 
approach to retrospective data harmonization and guide investigators achieving 
harmonization and integration of data.[9][10] 
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However, data harmonization, by itself, is not sufficient to ensure that datasets from 
different studies are interoperable. Co-analysis of harmonized data can be: study-
specific (meta-analysis only combining study-level “results”), pooled (individual-level 
data pooled to be analyzed), or federated (centralized analysis, but individual-level 
data remains on local servers). Understanding the ethical and legal (ELSI) 
‘availability’ of individual participant data collected by studies is a critical pre-requisite 
to evaluate if individual participant data can be shared (or not), and how.[11] 
Evaluation of the data availability is thus key to the establishment of any research 
collaboration across studies. Effectively, it is essential to ensure that the study-
specific legal and ethical elements permit to address the specific scientific objectives 
foreseen. While this exercise can be done for each research question addressed, it is 
a time- and resource-consuming. However no formal tools or method currently exist 
to permit a rigorous, but users friendly evaluation of the ethical and legal 
interoperability across studies.  
 
This paper proposes a rigorous legal and ethical interoperability assessment process 
based a comprehensive analysis of the international ethical and legal framework 
governing the use of retrospective data in research. This process can be used to: 1) 
verify whether the legal and ethical frameworks allows to address the expected 
research question, and 2) assess if, and how the studies can plan to share data. The 
process proposed aims to help leveraging collaborations and establishing data 
sharing infrastructures. It is an essential step, but cannot be seen as a substitute for 
the achievement of the study-specific procedures required to access data.   





A rigorous methodology was used to develop the legal and ethical assessment 
process, and provide a guideline to foster a systematic but generic approach to 
ethical and legal interoperability screening.  The following steps were acheived:[12] 
(I) finding existing processes;  
(II) comparing processes to identify similarities and differences, and determining 
the limits of the “consistent whole”;  
(III) establishing common principles and procedures; and  
(IV) changing or removing processes that do not contribute to the consistent 
whole.[13]  
 
As no method currently exists for ethical and legal interoperability screening, the 
methodology used in this paper is based on the above-mentioned recognized 
method, with necessary adjustments.  
 
In the following sections, each of these four steps will be examined in the context of 
legal and ethical interoperability, using step-specific methodologies, including (a) 
literature and policy reviews (steps I, II and III); (b) consultations with international 
ELSI experts to identify key legal and ethical components (step II); and (c) a case-
study piloting the proposed framework in an actual international research consortium 
(step IV). 
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The literature and policy review (steps I, II and III) constitutes the first step towards 
the development of a comprehensive ethical and legal assessment process. 
However, due to the magnitude of the task, the literature and policy review has been 
divided into 3 parts, and published as stand-alone papers.[14]  
 
I. FINDING EXISTING PROCESSES 
 
The first step towards the development of an ethical and legal interoperability 
assessment process consists in finding existing processes, which entails identifying 
the common standards applicable to the analysis at hand. In this case, it requires the 
identification of legal and ethical elements of importance with regard to the use of 
study-specific data. 
 
In order to co-analyse data in the context of a research collaboration, the framework 
for the secondary use of data (i.e. using data in a way that differs from the original 
purpose it was collected for) must be examined for each studies to determine the 
extent to which data can be transfer to an external (central) server and if access to 
individual data is allowed. This, to determine if and how harmonized data environment 
can be generated across studies. The legal and ethical processes related to the 
secondary use of genetic data in research, were examined in two prior policy and 
literature reviews.  
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The first paper reviewed the legal and ethical frameworks governing the use of 
deceased individuals’ data for research, and highlighted that in spite of national legal 
and ethical specificities, the general process allowing for the determination of the 
legal and ethical availability of data for research is similar in all the jurisdictions 
studied.[15] 
 
According to the results of a comparative legal analysis undertaken in a second 
paper: “[i]nternational and national legal frameworks provide guidance to promote a 
wider (albeit limited) secondary use of data, while protecting research participants’ 
rights and interests. Among the proposed solutions, authors note: 1) reviewing the 
initial consent form; 2) re-contacting and re-consenting research participants, when 
legally and ethically acceptable; and 3) obtaining a waiver of consent from a 
competent research ethics board…”[16] 
 
Therefore, the general process to assess the ethical and legal ‘availability’ of data for 
a secondary use in research is composed of the following 3 key components:  
 
A. Content evaluation of the consent form used for the initial collection of data;  
B. If the initial consent form does not allow for the broad/new research uses, 
assess whether it is possible to obtain a new consent (re-contact/re-consent); 
C. If obtaining a new consent is impossible or not feasible, assess whether it is 
possible to obtain a waiver of consent. 
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These 3 components provide a portrait of all the practices adopted by various 
international organizations and jurisdictions, and allows for a thorough overview of the 
existing processes. 
 
A. Consent  
 
Among the above-mentioned elements, consent constitutes a focal point for the 
ethical and legal assessment process, given its central role in research ethics. 
Indeed, consent is often seen as the ‘corner stone’ of genetic biobanking 
research[17], and is an essential element of all applicable laws, ethical norms and 
guidelines[18], and policies[19] pertaining to human biomedical research.   
 
Therefore, a comparative analysis of the consent forms used by the different cohorts 
participating in a collaborative endeavour is the first step towards the evaluation of the 
ethical and legal availability of data for the study. However, the content of consent 
forms vary from a studies to another, and while most of the information found in the 
consent form has no implication on the availability of data for research, a few key 
elements are crucial in determining whether data can be used for specific secondary 
research or not.  
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B. Re-contact and re-consent  
 
The review of international and national norms demonstrates that the identification of 
processes for re-contact and re-consent of participants is generally not prescribed by 
norms or regulations, but rather by provisions contained in the initial consent form.[20] 
Indeed, the consent form may (or may not) allow for re-contact of participants for re-
consent purposes. Alternatively, it may be silent on the issue.[21] 
 
In all cases, a Research Ethics Board (REB) must approve the re-contacting and re-
consenting process. However, even when consented to, the re-contact and re-
consent raises major ethical issues, and could be either impossible or unfeasible.[22]   
 
C. Waiver of consent  
 
The processes related to the waiver of consent in the context of secondary research 
were identified by undertaking a legal analysis of the international and selected 
national legal frameworks (Australian, American, Canadian, British and French laws) 
governing the retrospective secondary use of research data.[23]  Although the 
possibility of obtaining a waiver of consent is addressed in all jurisdictions examined, 
there is a high level of variation between the national and local requirements with 
respect to this component.[24]  
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II. COMPARING PROCESSES TO IDENTIFY SIMILARITIES AND DIFFERENCES 
AND DETERMINING THE LIMITS OF THE “CONSISTENT WHOLE” 
 
After the identification of existing processes, these need to be compared in order to 
identify similarities and differences. This entails: A) comparing the elements of 
consent identified in the literature and norms in order to establish a list of common 
principles; B) identifying situations where re-consent is required, and, finally; C) 
comparing processes to determine the situations where waiving consent could be an 
option.  
 
A. Consent  
 
The consent form constitutes one of the main source of information governing the 
right to use (or not) the participants’ data in international research. Indeed, not only 
should the particularities of national legal and ethical frameworks be taken into 
consideration, but the specificity of each cohort’s consent form must also be 
considered.  The assessment of the 52 ENGAGE cohorts permitted to identify 13 
distinct ELSI-related themes, which were further divided into 41 ELSI-specific 
questions (Table 1) to be used to explore content of the study-specific consent forms.  
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Table 1: ELSI-specific questions[25] 
Consent 
  Is consent provided? 
  Is a consent form provided? 
  Is an information pamphlet/document provided? 
Scope of Consent 
  What is the aim of the biobank? 
  Is the consent disease specific?  
  Does the consent address the secondary use of samples/data (i.e. unspecified future 
research)? 
  Is the consent broad (i.e. related conditions/unspecified future research)? 
  Is genetic research allowed/included? 
  Is access to medical or other health related records foreseen? 
Access 
  Can samples and/or data be transferred to/used by/shared with other 
researchers/biobanks/institutions?  
  Can samples and/or data be transferred to/used by/shared with other countries?  
  Is sharing of individual level data allowed? 
  Is sharing of aggregated data allowed? 
  Is sharing of genetic data allowed? 
  Is sharing of biological samples allowed? 
  Does samples and/or data sharing require a MTA? 
  Does the samples and/or data sharing require access to a public database? 
Vulnerable Persons 
  Are samples and/or data collected from incompetent adults?  
  Are samples and/or data collected from children/minors?  
Ongoing/Secondary Use 
  Can samples and/or data be used after the subject’s death?  
  Can samples and/or data be used after the subject becomes incompetent?  
  Can samples and/or data be used after children participating in the study become 
adults? 
Privacy/Confidentiality 
  Is confidentiality of samples and/or data addressed?   
  Is storage of samples and/or data required?  
  Is destruction of samples and/or data required?  
Re-Contact 
  Is re-contact foreseen as part of the study? 
  Is re-contact for further research possible? (e.g.. new purpose) 
  Is re-contact for more samples and/or data possible?  
Withdrawal 
  Is withdrawal addressed?  
  Is the fate of samples and/or data after withdrawal addressed? 
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Return of Results 
  Will general research results be returned or communicated?  
  Will personal (individual) research results be returned?  
  Will the biobank return general research results to participants?  
  Will the biobank return personal (individual) research results to participants?  
  Will the researcher accessing/using the samples and/or data return general research 
results to participants?  
  Will the researcher accessing/using the samples and/or data return personal (individual) 
research results to participants?  
Commercialization 
  Is the possibility of commercial/industrial use addressed? 
Ethics Review 
  Is ethics review required for the use of samples and/or data?  
  Is a data access committee review required? 
Legal Typology of Samples Provision 
Duration 
  Is duration of the biobank addressed (end date)? 
  Is duration of samples/data storage addressed (end date)? 
 
Only some of the above-mentioned consent elements are of importance when 
considering the ethical and legal availability of data for research.  It is possible to 
identify a ‘consistent whole’ composed of a subset of consent elements that must be 
interoperable to allow for the new use of retrospective data. 
 
The exercise of refining these criteria was undertaken in collaboration with members 
of the ELSI Stream of the BioSHARE.EU project. Membership to the ELSI Stream is 
composed of 9 international legal and ethics experts, from 5 European and North 
American countries. 
 
In collaboration with these ELSI Stream members, a list of consent items to be 
considered when evaluating the interoperability potential of retrospective cohorts was 
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developed. This list retained 4 items of major importance to determine whether 
consent, as already provided by research participants, allows for the proposed 
secondary use: 
 Nature and objectives of study; 
 Genetic research; 
 Data sharing/linkage; 
 Commercial/industrial use.  
 
These items constitute the main components of consent, as a ‘consistent whole’, as 
their selection by the group of experts stems from the comparison of these processes 
to identify similarities and differences.  
 
B. Re-contact and re-consent  
 
The many mechanisms used to allow an optimal use of data in research were 
addressed in a separate paper.[26] In this paper, consent forms of the 52 cohorts part 
of the ENGAGE consortium were analyzed and compared, and results of this analysis 
demonstrated that cohorts have developed a wide range of mechanisms to facilitate 
the use of their data, including, albeit for a minority of cohorts, foreseeing participants’ 
re-contact and re-consent for further use of their data in research. The different 
solutions adopted by the ENGAGE cohorts to enable data share, are illustrate in 
Figure 1.  
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Figure 1: Data sharing options adopted by different ENGAGE cohorts [27]  
 
Given that mechanisms depicted in Figure 1 are legally and ethically compliant with 
the international and national frameworks described previously, these mechanisms 
could allow for the secondary use of data when the initial consent form used by a 
cohort does not permit that data it has collected be used for new proposed research 
initiatives. However, re-contact and re-consent clauses are rather rare, and are 
present in only 36% of the ENGAGE cohorts’ consent forms.[28] 
 
C. Waiver of consent  
 
A comparative study analysing the international and national (5 countries) legal and 
ethical requirements for the use and secondary (retrospective) use of data for 
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research purposes[29], demonstrated that “despite the international consensus about 
the requirement for a prior, free and informed consent from the data subjects for the 
research use of their data, all jurisdictions recognize that a waiver of consent could be 
ethically justified” [30], if the following criteria are met:   
 “Is obtaining a new consent impossible or impracticable? 
 Is the waiver of consent granted by a Research Ethics Board (REB) or another 
authorized committee?   
 Is access to identifiable personal data essential for the research? 
 Are known preferences of the participants (or relevant groups) about the use of 
data taken into consideration? 
 Does the proposed research use corresponds to an important public interest?  
 Does the waiver of consent adversely affects the rights and welfare of the 
subjects (balance of risks vs. benefits)? 
 Does the research design involve no more than minimal risk? 
 Are the privacy of research participants and the confidentiality of data 
protected? 
 If warranted, is the waiver of consent consistent with international and 
domestic law?.”[31] 
 
However, the last item of the list refers to domestic law, which can generate 
uncertainty regarding the possibility to implement waivers of consent, nationally or 
regionally.   
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III. ESTABLISHING COMMON PRINCIPLES AND PROCEDURES 
 
The results from the analysis aiming to identify the limits on the proposed processes, 
lead us to the next step, which is to establish the common principles and procedures 
applicable to ethical assessment for data interoperability  
 
While the limits of the ‘re-contact/re-consent’ and ‘waiver of consent’ processes as 
dictated by the international and national legal and ethical framework are generally 
well defined and already constitute a ‘consistent whole’, the limits of the ‘consent’ 
process need to be refined to include only elements of relevance for the assessment 
of cohorts’ ethical and legal ‘availability’ in the context of a retrospective secondary 
use of data.   
 
Consent can either be broad, allowing for a wide range of research uses, or it can be 
specific to certain types of research uses (for example, limited to a specific disease or 
group of diseases).[32] While broad consent offers great potential for future 
unforeseen uses of the data, restricted consent requires a more in-depth analysis to 
assess the potential availability of the dataset. This assessment requires rigorous 
comparison of the consent content and the specific research question addressed.  
 
In the context of collaborative research, this process would have to be repeated for 
each proposed research question addressed. For example, in the context of adding 
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previously collected data to a consortium, this often means that the consent forms 
from each study or cohort contributing data to the consortium would need to be 
manually reviewed to ensure compliance with the consortium’s proposed data use. 
However, this time consuming task can be facilitated, since the possible number of 
variations is limited to the number of diseases and conditions. For instance, the 
original consent form’s proposed use can be matched with an internationally accepted 
list of diseases, such as the World Health’s Organization International Classification 
of Diseases (ICD)[33], to ensure that the proposed used and the original consent are 
interoperable.  
 
As a result, a common 3-step procedure, regrouping the processes previously 
identified, was developed to assess the ethical and legal availability of data for 
unforeseen, secondary research uses, and is illustrated in Figure 2. 
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Key elements of consent 
Nature and objectives of study 
 What is the type of consent provided in the consent form: 
o Broad consent? (Y/N) 
o Multilayered consent ? (Y/N) 
o (if N) Specific consent?  
  What type of disease/condition is covered 
by the consent? 




 Can data be used for genetic/genomic research? (Y/N) 
 Can data be used for whole genome sequencing? (Y/N) 
 
Data sharing/linkage 
 Can data can be transferred to/used by/shared with 
other researchers/biobanks/institutions? (Y/N) 
o (if Y) Is sharing allowed within the country? 
o (if Y) Is sharing allowed outside the country? 
o (if Y) Is sharing allowed with for-profit 
corporations? 
 Type of data that can be shared: 
o Is sharing of individual level data allowed? 
(Y/N) 
o Is sharing of aggregate data allowed? (Y/N) 
o Is sharing of genetic data allowed? (Y/N) 




 Is commercial/industrial use allowed? (Y/N) 
 
 
If proposed research use of data does not 
match the elements found in the consent 
form: 
 
Is re-contact/ re-consent possible? 
 Is re-contact for further research 




Is waiver of consent possible? 
For a waiver of consent to be possible, 
the following conditions must be met: 
 Is obtaining a new consent if 
impossible of impracticable? 
(Y/N) 
 Is the waiver of consent approved 
by a competent REB? (Y/N) 
 Is the access to identifiable data is 
essential for research? (Y/N) 
 Is the data coded coded or 
deidentified? (Y/N) 
 Is the proposed research of public 
interest? (Y/N) 
 Will the waiver of consent 
adversely affect the rights and 
welfare of subjects? (Y/N) 
 Does the research design involve 
no more than minimal risk? (Y/N) 
 Is the waiver of consent 
consistent with domestic laws? 
(Y/N) 
 
If re-contact is not 
possible, can a 
waiver of consent 
be obtained? 
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IV. CHANGING OR REMOVING PROCESSES THAT DO NOT CONTRIBUTE TO 
THE “CONSISTENT WHOLE” 
 
Finally, the last step in producing an ethical and legal interoperability assessment 
process is to change or remove processes that do not contribute to the “consistent 
whole”. This requires streamlining the selected processes in order to ensure that they 
suit the concrete needs of actual cohorts and proposed data use projects. To test this 
final methodological step, we used the BioSHaRE.EU project as a case study. 
 
More specifically, we used our ethical and legal interoperability assessment method 
to evaluate the collaboration potential between 9 BioSHaRE.EU cohorts to participate 
in the Healthy Obese Project (HOP). The HOP aims to characterize genetic and 
metabolic profiles of metabolically healthy obese individuals, to better understand 
genetic and metabolic differences between healthy versus metabolically obese 
individuals. 
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A. Consent  
 
The consent forms and information brochures/pamphlets of the 9 targeted cohorts 
were analyzed and compared to assess the ethical and legal interoperability of data 
for inclusion in the HOP (Table 2). To do so, we examined whether the categories 
related to (1) the nature and objectives of the study, (2) genetic research, (3) data 
sharing/linkage and (4) commercial and industrial uses, were determining factors in 
the inclusion, or not, of the cohort in the HOP.   
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From this analysis, we noticed that the data held by LifeGene, UK Biobank, LifeLines, 
KORA and the Estonian Biobank cohorts could be used for the HOP without further 
action required. However, in the case of the HUNT 3, NCDS, CHRIS and MIKROS 
studies, the documents analyzed did not confirm the ethical and legal availability of 
data, especially if commercial/industrial partners are involved.  
 
This being, the HOP does not involve commercial or industrial partners, which 
renders the last item ‘commercial/industrial use’ irrelevant to the evaluation of the 
inclusion of cohorts’ data in this particular project. Therefore, in the context of this 
case study the commercial use category can be removed from the list of criteria 
assessed, or replaced with another category which better reflects the specific 
considerations of the HOP project (e.g. the deposit of research data in a public or 
open database, mandatory return of results, etc.). Indeed, after removing the 
‘commercial/industrial use’ criteria, we notice that data from the CHRIS and MIKROS 
cohorts can be used in the HOP, but further information is still needed from HUNT 3 
and NCDS.  
 
B. Re-contact and re-consent  
 
Finally, upon further analysis of both the HUNT 3 and NCDS consent documents, we 
notice that HUNT 3 participants could be re-contacted to obtain a new consent for 
unforeseen research uses, if required. However, the document available from the 
NCDS study did not address this issue. Therefore, while re-contacting HUNT 3 
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participants could be envisaged for their inclusion in the HOP, it would be impossible 
to use the data held by NCDS, unless obtaining a waiver of consent from a competent 
Research Ethics Board. 
 
In sum, our proposed assessment method provides an overall general framework 
applicable to a wide range of data sharing scenarios. However, it can be adjusted, by 
adding or removing thematic categories, to reflect the particularities of the proposed 




This paper provides a clear demonstration that retrospective ethical and legal 
assessment of the ethical and legal ‘availability’ of data for secondary uses, and of 
cohorts’ interoperability in research consortia, is possible, following a well-established 
methodology. This assessment process takes into account key legal and ethical 
elements (consent, re-contact and waiver of consent) as summarized in Figure 2.  
 
In the context of research consortia, identification of interoperable cohorts further 
refines the data access process by targeting only ethically and legally ‘available’ 
cohorts, while protecting research participants’ rights and interests.  By integrating 
this assessment process to the regular data access process, not only will researchers 
be able to create virtual ‘mega-cohorts’ of research participants, but will also ensure 
that these cohorts respects basic legal and ethical precepts.  
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For instance, integration of this process using currently available data 
harmonization/access IT tools, such as the Maelstrom Research web-based 
platform[34], could even strengthen and accelerate the data access process by pre-
identifying eligible cohorts.  
 
However, the limits of consent assessment processes are generally well documented. 
The main limit consists in the jurisdictional-specific requirements regarding consent, 
re-contact/re-consent and waiver of consent. Indeed, cultural norms and regulatory 
requirements may vary depending on the country, and therefore, the method to 
assess cohort interoperability is limited by the potential divergence between the 
proposed use of the cohort’s datasets and country-specific ethical and legal 
requirements.[35] In addition, while the framework results from an analysis of general 
norms, specific regional and local contexts may call for additional ethical 
requirements. For instance, research with data from deceased individuals or from 
minor or incompetent individuals, will often bring about additional considerations in 
relation with the impact of research on family members[36], which are not taken into 
account by the general framework.  
 
While these limitations advocate for maintaining a decision-making body governing 
access rights (e.g. data access and compliance office, REB, etc.), the proposed 
process sets up the key elements for a prior assessment of the ethical and legal 
availability of research resources. 
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The benefits of this framework to assess ethical and legal interoperability could also 
extend beyond the identification of useable datasets. Indeed, this method may serve 
to determine collaboration models, upstream of networking and collaborative projects. 
For instance, data sharing collaborative effort can take on many forms, including local 
data sharing, centralized data sharing or a federated model.[37] While researchers 
are free to adopt the model most adapted to their needs, a pre-emptive legal and 
ethical interoperability assessment may well influence which data sharing model may 




[1] Although this paper uses the term « study » to encompass both different type of 
epidemiological studies (e.g. cohorts, clinical trial, prevalence study, etc.) collecting 
data as well as biobanks (data and sample collection), the methodology proposed for 
ethical and legal assessment of interoperability can also be used in the context of 
biobanking. Indeed, this assessment can also be useful in the context of data 
collection related to biobanking activities.   
[2] Knoppers, B.M., Ma’n H. Zawati, Emily S. Kirby, “Sampling Population of Humans 
Across the World : ELSI Issues”, Annu. Rev. Genomics Hum. Genetics, 2012. 13 : 
395-413.  
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Le second titre de cette thèse propose une démarche à la fois scientifique, légale et 
éthique afin de développer un cadre de métagouvernance permettant aux chercheurs 
de connaître la disponibilité réelle, donc éthique et juridique, des données. 
 
Pour ce faire, l’analyse comparative de différents concepts favorisant l’interopérabilité 
normative - soit l’unification, la standardisation et l’harmonisation des normes - 
effectuée au premier chapitre de ce titre, a permis de déterminer que l’harmonisation 
constitue le concept le plus appropriée dans le contexte actuel de la recherche 
internationale en génétique (Chapitre I). Le processus en 3 étapes révélé au Titre 
Liminaire et raffiné au premier titre de cette thèse fut donc étudié à la lumière de la 
méthode d’harmonisation (Chapitre II).  
 
L’utilisation de cette méthode a permis de développer un processus complet 
d’évaluation de la disponibilité éthique et juridique des données.  Ce cadre de 
métagouvernance prend la forme d’un arbre décisionnel et s’avère apte à raffiner 
l’identification des données réellement disponibles à des fins de recherches et peut 
être transposé à différentes plateformes et à différents contextes de recherche. 
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De plus, grâce à notre collaboration avec Isabel Fortier, directrice de Maelstrom 
Research98 (Institut de recherche du Centre universitaire de santé McGill) et co-
auteure de l’article ci-dessus, les résultats de cette recherche seront intégrés in vivo à 
la plateforme de recherche internationale de Maelstrom afin de déterminer la 
disponibilité éthique et juridique des données et variables de recherche. 
 
Ce cadre de métagouvernance permet non seulement d’identifier les cohortes 
compatibles avec les objectifs et la méthodologie de recherche prévue, mais facilite 
et accélère le processus d’accès en offrant aux chercheurs un aperçu des données 
réellement disponibles et en ciblant les seules cohortes répondant aux exigences 
éthiques et juridiques particulières au projet de recherche proposé. L’intégration de 
ce processus d’évaluation de la disponibilité éthique et juridique des données au 
processus régulier d’accès facilite également la création de mégacohortes de 
participants. 
                                                 
98
 Maelstom Research, en ligne <www.maelstrom-research.org>. 
 CONCLUSION. VERS UN MODÈLE COMPRÉHENSIF ET HARMONISÉ DE 
MÉTAGOUVERNANCE 
 
A priori, cette thèse avait pour objectif d’étudier le sort des données de personnes 
décédées, afin d’illustrer la complexité de l’amarrage des normes internationales et 
de droits nationaux en matière de recherche en génétique. Cependant, l’étude des 
documents normatifs internationaux et nationaux, ainsi que des normes en éthique de 
la recherche encadrant l’utilisation des données de personnes décédées a 
rapidement révélé les tensions existant entre l’utilisation primaire (consentie) et 
secondaire (non consentie) des données, notamment dans un contexte de partenariat 
international de recherche en génétique.   
 
Alors que l’utilisation primaire des données soulève peu d’enjeux juridiques et 
éthiques, l’utilisation secondaire contrevient, en principe du moins, aux normes 
édictées afin de préserver l’autonomie, la confidentialité et la vie privée des 
participants à la recherche, telles que généralement exprimées par la notion de 
consentement libre et éclairé. L’utilisation secondaire des données de personnes 
décédées s’inscrit donc dans une problématique juridique et éthique plus large, liée à 
l’utilisation des données personnelles ou de santé à des fins de recherche; et 
exacerbée par le contexte actuel de la recherche en génétique et la création de 
partenariats internationaux de recherche.   
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À ce jour, l’évaluation de la disponibilité éthique et juridique des données s’effectuait 
au cas pas cas, selon les besoins de chaque projet. Pour un chercheur, il était donc 
impossible de savoir, en amont, s’il était légalement et éthiquement possible d’utiliser 
(ou non) certaines données lors de recherches rétrospectives, ou de déterminer si les 
données issues de différentes cohortes pouvaient être légalement et éthiquement 
combinées, afin de créer un ensemble de données plus important.  
 
Afin de résoudre cette problématique, le Titre Liminaire présente tout d’abord l’état 
actuel du droit en matière d’utilisation des données de personnes décédées à des 
fins de recherche. De cette analyse émerge un processus en 3 étapes, auquel toute 
utilisation de données personnelles à des fins de recherche est soumise. Par la suite, 
le premier titre de cette thèse analyse les cadres normatifs (Chapitre I) et éthiques 
(Chapitre II) applicables, et raffine les modalités de mise en œuvre des 3 étapes du 
processus énoncé précédemment. 
 
Deux constats émergent de ces analyses. Dans un premier temps, la complexité de 
la démarche comparative entraîne une impossibilité effective, pour les chercheurs 
internationaux, d’utiliser de façon optimale l’ensemble des données mises à leur 
disposition pour la recherche. En effet, devant un éventail de cohortes régies 
chacune par une législation nationale différente, des politiques et procédures 
distinctes et des consentements hétérogènes, il est impossible pour les chercheurs 
de connaître la disponibilité éthique et juridique réelle des données. Il en résulte donc 
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que les données s’avèrent sous-exploitées, tel que vu dans le cas du consortium 
ENGAGE.  
 
Dans un second temps, ces analyses normatives comparatives font ressortir une 
série de consensus suffisamment forts pour permettre le développement d’une 
méthodologie d’évaluation des contenus, basés à la fois sur les cadres normatifs 
internationaux, les législations nationales et les documents propres à chacune des 
cohortes. 
 
Ainsi, le second titre de cette thèse propose une démarche à la fois scientifique, 
légale et éthique afin de développer une méthode systématique d’évaluation de la 
disponibilité éthique et juridique des données aux fins de recherche. L’intégration de 
cette méthode aux processus préexistant, tel qu’identifié au Titre Liminaire et raffiné 
au premier titre de cette thèse, rend possible le développement d’un cadre de 
métagouvernance permettant aux chercheurs de connaître la disponibilité réelle, 
donc éthique et juridique, des données. Alors qu’une analyse comparative identifie 
l’harmonisation comme méthode d’interopérabilité juridique la plus appropriée dans 
les circonstances (Chapitre I), l’utilisation de cette méthode afin de développer un 
processus complet d’évaluation de la disponibilité éthique et juridique des données 
s’avère un succès (Chapitre II), et permet de raffiner l’identification des données 
réellement disponibles à des fins de recherches. 
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Grâce à notre collaboration avec Maelstrom Research99 (Institut de recherche du 
Centre universitaire de santé McGill), qui offre une plateforme web favorisant la 
recherche collaborative par le développement d’une suite d’outils informatiques 
d’harmonisation des données, les résultats de cette thèse seront intégrés in vivo à 
une plateforme de recherche internationale. Ainsi, les chercheurs utilisant l’interface 
Maelstrom afin de déterminer la disponibilité des données et variables de recherche 
pourront soumettre leur requête à un filtre additionnel, destiné à déterminer la 
disponibilité éthique et juridique desdites données. Le développement et l’intégration 
de ce filtre doit débuter en 2016. 
 
Le cadre de métagouvernance proposé permet non seulement d’identifier les 
cohortes compatibles avec les objectifs et la méthodologie de recherche prévue, mais 
facilite et accélère le processus d’accès en offrant aux chercheurs un aperçu des 
données réellement disponibles, et en ciblant les seules cohortes répondant aux 
exigences éthiques et juridiques particulières au projet de recherche proposé. 
L’intégration de ce processus d’évaluation de la disponibilité éthique et juridique des 
données au processus régulier d’accès facilite également la création de 
mégacohortes de participants, dans le respect des droits et intérêts des participants, 
même suite au décès.  
 
De plus, ce nouveau paradigme s’inscrit parfaitement dans la démarche entreprise 
par la Global Alliance for Genomics and Health (GA4GH) depuis son lancement en 
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2013.100 Ce regroupement international de plus de 220 institutions du domaine de la 
santé, de la recherche, des sciences de la vie et des technologies de l’information a 
pour objectif de développer un cadre commun d’approches harmonisées afin de 
permettre un partage responsable, volontaire et sécuritaire des données génomiques 
et cliniques.101 Le Framework for responsible sharing of genomic and health-related 
data,102 est actuellement disponible en 10 langues différentes, constitue un premier 
pas vers ce cadre commun.  
 
Fondé sur les droits de tout être humain à la vie privée, à la non-discrimination, et au 
bénéfice d’une procédure équitable, ce cadre fournit un encadrement basé sur des 
principes tels que le respect des individus, familles et communautés, l’avancement de 
la recherche et des connaissances, la promotion de la santé et du bien-être, ainsi que 
l’importance de favoriser la confiance et la récoprocité.103  
 
Le cadre de métagouvernance développé dans la présente thèse s’inscrit 
parfaitement dans cette démarche et s’avère respectueux des principes mis de 
l’avant par la GA4GH. 
 
Malgré les bénéfices liés à l’utilisation d’une méthode d’harmonisation éthique et 
juridique exhaustive et cohérente, le cadre proposé ne résout toutefois pas 
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l’ensemble des problématiques liées à l’utilisation, à des fins de recherche, des 
données de personnes décédées.  
 
De par leur nature même, les renseignements génétiques sont porteurs 
d’informations susceptibles d’éclairer les membres de la famille biologique du défunt 
sur leur propre état de santé. Ainsi, malgré la disponibilité légale et éthique des 
données de la personne décédée, la découverte d’informations médicales de nature 
génétique ayant une composante héréditaire soulève la question du retour des 
résultats de recherche aux membres de la famille biologique du défunt. Cette 
problématique particulière est abordée par l’auteure de cette thèse, selon une 
perspective juridique et éthique, dans l’article intitulé « The Return of Results of 
Deceased Research Participants » et publié en 2011 dans le Journal of Law, 




The Return of Results of Deceased Research Participants 
 
Anne Marie TASSÉ 
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Until the mid-20th century, biomedical research centered on the study of specific 
diseases, concerned with short periods of time and small groups of living research 
participants. However, the growth of longitudinal population studies and long-term 
biobanking now forces the research community to examine the possibility of the death 
of their research participants.  
 
The death of a research participant raises numerous ethical and legal issues, 
including the return of deceased individuals’ research results to related family 
members. As with the return of individual research results for living research 
participants, the question of the obligation to return a deceased person’s research 
results to family members has yet to be settled. This question is particularly acute in 
the context of genetic research since the research results from one individual may 
have health implications for all biological relatives. 
 
This paper looks at the legal and ethical issues raised by the return of a deceased 
research participant’s individual research results to related family members. In Part I, 
we examine the current legal and ethical frameworks governing the return of results 
of deceased participants. Although most international guidelines do not directly 
address this issue, an analysis of these documents may provide an indication as to 
how they would apply. Since guidelines may not be sufficient, an analysis of current 
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Canadian, American, and French legislation is also undertaken. In Part II, we try to 
balance the rights and interests of both the deceased individual and related family 
members in order to identify key ethical elements underlying such returns of results. 
To do so, we examine how death modulates the rights and interests of a person and 
the living relatives. Then, we use two ethical theories (principlism and 
consequentialism) to assess whether or not the disclosure of research results to 
family members could be ethically acceptable, before concluding. 
 
This paper analyzes the return of individual research results obtained following the 
participation of a once-living person. It looks at the return of results to biologically 
related family members alone. We do not examine the appropriateness of disclosure 
with respect to general or aggregated research results, disclosure to other third 
parties, or the return of incidental findings. Moreover, this article neither examines the 
general legal framework governing post-mortem tissue samples nor determines the 
legal status of previously-collected biological samples.  
 
Materials and Methods  
 
In order to fulfill our first objective, we undertook a systematic empirical study of 
international, Canadian, American, and French national legal and ethical guidelines 
governing the return of deceased individuals’ research results. These countries were 
selected because they illustrate a wide range of values governing the return of results 
of deceased participants. We conducted a structured analysis of Canadian, American, 
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and French legislation and regulations available on the following official websites: 
Canadian Legal Information Institute-CanLII (Canada),[1] USA. Gov (United 
States),[2] and LegiFrance (France).[3] Relevant documents were also identified with 
the HumGen International database,[4] official websites of the Council of Europe,[5] 
and various national and international organizations governing the ethical conduct of 
research. For our second objective, we analyzed published literature, as identified 
from the Pubmed[6] and Google Scholar[7] databases. This review includes 





I. LEGAL AND ETHICAL FRAMEWORKS  
 
The current legal and ethical frameworks governing the return of deceased research 
participants’ results are divided between guidelines and both international and 
national legislation. Although most international guidelines do not directly speak to the 
issue, a contextual analysis may provide some indication as to how they would apply. 
Since such examination may not be sufficient, the analysis of current Canadian, 
American, and French laws and guidelines may prove helpful in this regard.  
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A. International Guidelines  
 
While international guidelines comprehensively address the return of general and 
individual research results of living research participants,[8] few directly address the 
death of a research participant and, in particular, the question of the return of results 
of deceased participants. Most foresee the potential conflict between respecting the 
confidentiality and privacy of research participants and providing third parties with 
potentially meaningful health-related information.[9] 
 
Accordingly, some recommend that when first obtaining consent from the research 
participation, consent forms, as well as other informational documents, should outline 
the limits of the right to privacy[10] and state whether the data or research results will 
be sent to living participants[11] or third parties.[12] Without such informed consent, 
identified human genetic data and biological samples ought not to be disclosed or 
made accessible to third parties — including family — except for important public 
interest reasons as provided for by domestic law.[13] The protection of third parties 
against harm is well defined by the World Medical Association:[14] “If patients object 
to their information being passed to others, their objections must be respected unless 
exceptional circumstances apply, for example where this is (…) necessary to prevent 
a risk of death or seri-ous harm.”[15] The protection of future generations is also 
addressed briefly by the UNESCO, which states simply that the impact of life 
sciences on future generations should be given due regard.[16]  
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In addition to these general policies, retrospective access to research results by 
family members after the subject’s death raises specific issues.[17] While general 
access to research results opposes the protection of research participants’ privacy 
and confidentiality interests to those of third parties, access after the death of 
research participants changes the weight given to the values of privacy and 
confidentiality.[18] On this particular issue, some guidelines mention that the death of 
an individual who has provided genetic information or a genetic sample does not 
represent the end of the ethical responsibilities owed, since death affects only the 
primacy of the individual’s interests; it does not extinguish them.[19] Therefore, it is 
legitimate to revisit the balance of interests and readjust these accordingly.[20]  
 
Finally, the protection of the deceased research participants is part of a wider debate 
concerning the confidentiality and privacy of research results after death. However, 
since the value of privacy and confidentiality lies in the “significant harm that misuse 
of information can cause,”[21] it seems justified to question the relevance of this 
protection and question whether a deceased research participant could still suffer 
harm from such disclosure.  
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B. National Legislation and Guidelines  
 
(i) Canada  
 
At the Canadian federal level, no law directly addresses the return of deceased 
individual research results to related family members. However, general laws on the 
protection of personal information articulate four situations where information (and 
research results) of a deceased individual could be disclosed to living relatives.  
 
Firstly, both the Privacy Act[22] and Personal Information Protection and Electronic 
Documents Act[23] define the term “personal information” as information about 
identifiable individuals.[24] Therefore, only information relating to identifiable persons 
is protected against unconsented disclosure, and the return of individual research 
results would not infringe the right to privacy if disclosure does not identify or allow for 
the identification of a deceased individual.  
 
Secondly, both Acts state that the disclosure of information about identifiable 
individuals is possible if the research participant has been dead for more than 20 
years. However, they use different regulatory mechanisms to reach similar 
conclusions. On the one hand, the Privacy Act[25] excludes from the definition of 
“personal information” information about an individual who has been dead for more 
than 20 years.[26] Therefore, information relating to the deceased individual is no 
longer protected by law and can be disclosed without consent. On the other hand, the 
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Personal Information Protection and Electronic Documents Act[27] states directly that 
the disclosure of personal information without the consent of the individual is possible 
if the disclosure is made more than 20 years after death.[28]  
 
Thirdly, the Personal Information Protection and Electronic Documents Act[29] states 
that a private organization may disclose personal information without the knowledge 
or consent of the individual if the disclosure relates to an emergency threatening the 
life, health, or security of an individual.[30] Although this exception could be 
technically used to disclose the research results of a deceased research participant to 
living relatives, the “emergency” criteria could be difficult to meet in genetic research.  
 
Finally, the federal Privacy Act[31] mentions that personal information under the 
control of a government institution may be disclosed for any purpose where, in the 
opinion of the head of the institution, the public interest in disclosure clearly outweighs 
any invasion of privacy that could result therefrom.[32] This section is particularly 
important in the context of return of research results, since it balances the deceased’s 
right to privacy against the public interest. Moreover, this section raises the difficult 
question of the intensity of the surviving right to privacy following death.  
 
Perhaps other laws could fill this gap. For example, though it may be an exception, 
the Quebec Act respecting health services and social services[33] mentions that the 
biological relatives of a deceased person may be given information contained in the 
deceased’s record to the extent that such communication is necessary to verify the 
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existence of a genetic or hereditary disease.[34] Similarly, the Act respecting the 
protection of personal information in the private sector[35] mentions that the biological 
relatives of a deceased person are entitled to receive information contained in the 
deceased’s medical file if such information is necessary to ascertain the existence of 
a genetic or family disease.[36] This right remains despite the deceased’s explicit 
refusal to grant such a right of access.[37] However, these laws deal with medical 
records and not information obtained during research.  
 
While the law is silent on the disclosure of a deceased individual’s research results to 
family members, one Quebec guideline directly addresses this issue. The Statement 
of Principles: Human Genome Research[38] of the Quebec Network of Applied 
Genetic Medicine mentions that a researcher may disclose genetic information to the 
biological family members of a participant, despite the refusal of the latter, if: (1) non-
disclosure could lead to serious and foreseeable harm to the biological family; (2) the 
members of the biological family are identifiable; and (3) the risk of harm can be 
avoided through prevention or can be controlled through scientifically proven 
treatment. This decision should also take into consideration that the harm caused by 
disclosure should not outweigh the harm which the family members would be 
exposed to by nondisclosure. Also, this Statement directly allows the disclosure of 
information concerning deceased participant when such communication is necessary 
to verify the existence of a genetic disease in the family.[39]  
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The 2010 Canadian Tri-Council Policy Statement: Ethical Conduct for Research 
Involving Humans[40] states that where a researcher plans to share findings with 
individuals, (s)he shall provide participants with an opportunity to express preferences 
about whether such information will be shared with biological relatives, or others with 
whom the participants have a family, community, or group relationship.[41] However, 
these preferences are subject to overriding considerations that may warrant 
disclosure of information to relatives in exceptional circumstances where genetic 
research reveals information about a serious or life-threatening condition that can be 
prevented or treated through intervention.[42]  
 
In Quebec, the Liss c. Watters[43] case briefly discussed the issue of disclosure of 
deceased individuals’ genetic information acquired in a research context. In this case, 
the court found that since the researcher was in communication (either directly or 
indirectly) with the plaintiff concerning the medical situation of the plaintiff ’s deceased 
family members[44] and given the gravity of the genetic implications, an obligation to 
inform was imposed on the researcher with respect to the plaintiff and her family.[45] 
Even though the alleged failure to communicate occurred 30 years earlier and even 
though the court considered that the researcher was not physically present, it held 
that some form of communication, perhaps through a third person,[46] would have 
been “enough in these circumstances.”[47] This case is currently on appeal.  
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(ii) The United States  
 
In federal American law, the protection of research participants is governed mainly by 
Part 46 of the U.S. Code of Federal Regulations[48] which requires, among other 
things, informed consent[49] and ethical approval of research by a competent 
Research Ethics Board (REB).[50] However, section 46.102(f) of the CFR defines 
“human subject” as a living individual.[51] Therefore, a deceased person is not 
considered a “human subject” and does not benefit from the protection of the law.  
 
The Health Insurance Portability and Accountability Act’s (HIPAA)[52] Privacy 
Rule[53] requires health services providers to ensure the confidentiality, integrity, and 
availability of the individually-identifiable health information they hold. It also requires 
them to protect such data against unauthorized disclosure.[54] While researchers are 
not directly mentioned, they may be subject to it if employees of an entity are covered 
by this law. Additionally, the Privacy Rule[55] provides that de-identified information is 
not protected when there is reasonable cause to believe that the information cannot 
be used to identify the person in question,[56] whether alive or deceased.[57] In order 
to disclose protected, individual-identifying health information, researchers must 
obtain permission from the representative of the deceased, e.g., an executor, 
administrator, or other person having authority to act on behalf of a deceased 
individual or the individual’s estate.[58]  
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Although American federal laws do not directly address the issue of return of a 
deceased participant’s research results to related family members, such disclosure is 
possible if (1) the information is de-identified, or (2) the person having the authority to 
act on behalf of the deceased or his/her estate gives permission to do so.  
 
In 2000, the American Medical Association (AMA) adopted a guideline on the 
confidentiality of medical information post-mortem.[59] All medical information relating 
to a deceased patient should be kept confidential since confidentiality protections 
after death are equal to those in force during a patient’s life.[60] Thus, information 
about a patient that may be ethically disclosed during the patient’s lifetime may also 
be disclosed after the patient has died.[61] In all cases, disclosure of medical 
information post-mortem should consider: (1) the imminence of harm to identifiable 
individuals or to public health; (2) the potential benefit to at-risk individuals or the 
public health (e.g., if a communicable or inherited disease is preventable or treatable); 
(3) any statement or directive made by the patient regarding post-mortem disclosure; 
(4) the impact disclosure may have on the reputation of the deceased patient; and (5) 
personal gain for the physician that may unduly influence professional obligations of 
confidentiality.[62] While the AMA opinion supports the disclosure of medical 
information, it does not address the issue of return of a deceased participant’s 
research results. 
 
Two American cases deal with the issue of disclosure of deceased individuals’ 
genetic information to related family members outside of the research context. First, 
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in Pate v. Threlkel,[63] the Supreme Court of Florida held that “when the prevailing 
standard of care creates a duty that is obviously for the benefit of certain identified 
third parties and the physician knows of the existence of those third parties, then the 
physician’s duty runs to those third parties.”[64] The court also concluded that when 
the physician has a duty to warn of a genetically transferable disease, that duty will be 
satisfied by warning the patient since “to require the physician to seek out and warn 
various members of the patient’s family would often be difficult or impractical and 
would place too heavy a burden upon the physician.”[65] 
 
Second, in the Safer v. Pack[66] case, the court saw “no impediment, legal or 
otherwise, to recognizing a physician’s duty to warn those known to be at risk of 
avoidable harm from a genetically transmissible condition. In terms of foreseeability 
especially, there is no essential difference between the type of genetic threat at issue 
here and the menace of infection, contagion or a threat of physical harm.”[67] The 
court added that the duty to warn of avertable genetic risks is sufficiently narrow to 
serve the interests of justice and is owed not only to the patient, but also members of 
the immediate family.[68] Again, both cases deal with the disclosure of medical, and 




Of all the jurisdictions surveyed for this paper, France is the only country to have 
legislated specific provisions on the return of genetic test results to family members. 
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The Loi relative à la bioéthique[69] [Bioethics Law] specifies that a patient receiving a 
diagnosis of a serious genetic disease must, when prevention or treatment can be 
offered to possibly affected family members, be informed of the risk that his/her 
silence might pose to them.[70] Then, the patient is given the choice of informing 
family members.[71] In France, the right to privacy over genetic tests results weighs 
heavier than the “right to know” of related family members. 
 
This hierarchy of values/rights holds true with respect to deceased individuals as well, 
as the Code de la santé publique[72] [Public Health Code] states that everyone has 
access to their health information.[73] However, the medical information of a now-
deceased patient can be disclosed to legal heirs in order to (1) understand the causes 
of death, (2) defend the memory of the deceased, or (3) assert their rights, unless 
otherwise specified by the patient before death.[74] While these laws pertain to the 
issue of the return of results in a clinical setting, neither the Code civil[75] [Civil Code] 
nor the Code de la recherche[76] [Research Code] address the issue of the return of 
research results. 
 
One 2008 French case dealt with the issue of the disclosure of a deceased patient’s 
medical file and biological samples to family members.[77] In that case, the Appeal 
Court stated that the legal heirs of a deceased individual could have access to the 
medical file of the deceased, in accordance with section L. 1110-4 of the Code de la 
santé publique. However, the access right does not apply to biological samples held 
by the hospitals.[78] 
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This examination of Canadian, American, and French legislation and case law reveals 
the lack of consensus regarding the disclosure of deceased individuals’ genetic 
information to related family members. None of these countries has comprehensively 
addressed the particular issue of the return of deceased individuals’ research results 
to family members. 
 
II. BALANCE OF RIGHTS AND INTERESTS: AN ETHICAL PERSPECTIVE  
 
Respect for the privacy and confidentiality of research participants is a cornerstone of 
research ethics.[79] Yet, the question of the primacy of deceased individuals’ 
interests remains.[80] Since the laws and regulations do not provide an answer, two 
ethical theories may provide guidance on balancing the interests of the deceased with 
those of the family members when considering the return of research results. 
 
A. Rights and Interests of the Dead and the Living 
 
Legal systems have always made a clear distinction between the living and the dead, 
between the person and the object.[81] With its origins in Roman law, the notion of 
“legal personality” can be defined as the capacity for an individual or individual entity 
to hold rights or be subject to obligations. It makes the person a subject of law, as 
opposed to an object of law.  
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Birth and death mark the boundaries at which legal personality begins and ends.[82] 
While rights appear at birth (some retroactively),[83] most patrimonial rights and some 
personality rights disappear at death.[84] However, certain personality rights, related 
mainly to the respect of the deceased, do survive death, such as respect for 
expressed wishes (e.g., succession), physical integrity (e.g., disposal of the corpse, 
organ donation), and moral integrity (e.g., reputation, dignity, privacy).[85] 
 
Despite being recognized beyond the individual’s life, the above-mentioned post-
mortem rights are not thought of as belonging to the interests of the corpse. Rather, 
rights which exist after death are thought of as protecting the interests of the once-
living person.[86] Therefore, individuals may retain an interest in maintaining the 
confidentiality of personal information even after death. Family members also have 
interests in respecting the wishes of the deceased, especially when they “coincide” 
with other important values.[87] 
 
But what rights and interests prevail? A brief description of two ethical approaches 
may provide an indication as to how to balance the rights and interests of the living 
and deceased. 
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B. Ethical Perspectives: Principlism and Consequentialism in the Balance  
 
In order to balance the rights and interests of both the deceased individual and 
related family members, we must identify and weigh the key ethical considerations 




Principlism has been the dominant ethical theory in research ethics since its 
development in the Belmont Report[88] and its articulation by Tom Beauchamp and 
James Childress.[89] This analytical framework identifies basic principles with which 
to evaluate the ethical character of an action. The most widely used principles are 
autonomy, beneficence, nonmaleficence, and justice.[90] As a conceptual toolbox of 
moral norms to be used by biomedical professionals, no single principle — just like no 
single right or virtue — is considered absolute.[91] Given the different contexts in 
which decisions are made, they are both less specific and wider in scope than rules. 
The four principles are also intended to be given different scope and weight (e.g., if in 
conflict with one another). It must be noted, however, that principlism has found little 
acceptance in Europe, since these principles are not considered as representative of 
European values.[92] Also, principlism is a theory of moral decision making most 
commonly associated with the practical field of biomedical ethics, concerned primarily 
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with particular, context-specific decision making. This greatly limits its applicability 
with respect to broad questions of social policy.  
 
The return of a deceased individual’s research results could place the autonomy of 
the deceased in opposition to the autonomy of the living family members. The 
principle of respect for autonomy requires respect for the decision-making capacities 
of autonomous persons. If the deceased has expressed clear wishes regarding the 
return of research results to family members, then respect for autonomy requires the 
researcher to follow the express wishes of the deceased. However, in the absence of 
an expressed wish, it is difficult to say what the researcher ought to do, even if the 
deceased’s actions may have indirectly suggested a preference (e.g., coming to the 
research center with a family member, discussing with research staff the impact of the 
disease on family members, etc.). 
 
Respect for the autonomy of family members can guide the researcher in two 
opposite paths. First, the family members might want to have access to the research 
results when such access is needed to manage their own health or that of their 
children. In that case, respect for autonomy requires the researcher to give the 
research results to those family members. However, where some family members do 
not want to receive results, respect for autonomy would require the researcher not to 
disclose. Clearly, implementation of the autonomy principle can be difficult when 
family members have differing points of view, especially when disclosure to one 
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family member will indirectly provide health information to those who do not want 
such disclosure. 
 
Respect for the principles of beneficence and non-maleficence is also relevant to the 
return of deceased individuals’ research results. The beneficence principle requires 
the balancing of returned results’ benefits against their risks and costs. In this 
situation, the disclosure of research results will not bring any benefit to the deceased 
participant. However, it is likely to bring a significant benefit to the living family 
members if the disclosed information relates to their own health. 
 
The nonmaleficence principle can be defined as the avoidance or prevention of harm: 
is the return of research results likely to harm or to prevent harm to either the 
deceased participant or the family members? Regarding the family members, 
literature has shown that if family members are bound to respect the memory, 
reputation, or wishes of the deceased (expressed or not), then they have an interest 
in maintaining the confidentiality of research results.[93] In these circumstances, the 
return of research results may have harmful consequences for the family. However, 
the non-disclosure of research results may also have harmful consequences if 
relevant to the health of family members especially if prevention or treatment is 
possible. 
 
Regarding the deceased individual, some authors who consider the arguments that 
the dead can be harmed fail to show that these intuitions are not just genuine moral 
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convictions, but rather “judgments we are inclined to make simply because we think 
of the dead as the persons they were antemortem.”[94] Therefore, it is only possible 
to harm the memory of the deceased — which harms the persons living with this 
memory — and not the deceased person per se. Accepting the premise that dead 
persons cannot be harmed, the nonmaleficence principle should not necessarily apply 
to deceased individuals. Indeed, it is the health needs of family members that would 
neither be fulfilled nor avoided if information were not communicated. 
 
Finally, the justice principle demands the fair distribution of benefits, risks, and costs. 
In this respect, the return of deceased individuals’ research results to family members 
satisfies the justice principle when it allows for a better translation of individual 
research results into clinical practice. In these circumstances, investments in research 
take immediate positive effect in the form of direct benefits for family members and 




While principlism assesses the value of an act with respect to its adherence to 
predetermined ethical principles, the theory of consequentialism assesses the value 
of any act on its consequences alone.[95] Consequentialism determines the ethical 
character of an action by evaluating its effects on the welfare of individuals, where the 
good is the maximum possible welfare for the greatest number of people.[96] The 
most common form of ethical consequentialism is utilitarianism. According to Jeremy 
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Bentham and John Stuart Mill, an act is morally right if and only if no alternative act 
has consequences containing greater welfare.[97] The most common form of 
utilitarianism, maximizing act-utilitarianism, values an act’s immediate consequent 
welfare, understood as the sum total of benefit and harm, where each individual’s 
benefits and harms are equally valued.[98] Consequentialism distinguishes the cause 
or moral reason for action from its consequences.[99] This perspective is often used 
to justify public health choices, since it assesses the impact of those choices on 
society as a whole.[100] Thus, a consequentialist analysis of the return of a deceased 
individual’ research results to family members could be justified in certain 
circumstances. 
 
Non-disclosure of personal information is an essential part of research activity. 
Research participants often reveal personal and sometimes sensitive information to 
the researcher, and are reassured by the confidentiality of results. Moreover, respect 
for privacy allows researchers to access socially important findings that would 
otherwise remain undisclosed. Absent such privacy, participation in research would 
be affected, and this would have significant implications for the development of 
knowledge. 
 
But disclosure of research results after the death of the participant is less likely to 
hinder participation in research since deceased persons are “subject to less 
harm.”[101] Obviously, post-mortem disclosure of research results is less likely to 
create harm than the divulging of pre-mortem research results. However, such harm 
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is more likely to happen when the disclosed information is particularly sensitive or 
when the disclosure occurs shortly after death.[102] 
 
While family members have an obvious interest in maintaining the confidentiality of 
research results if they are bound to respect the explicit wishes of the deceased,[103] 
they might also have a strong interest in the disclosure of research results when it can 
provide information with regard to their own (or their children’s) health and safety. 
This position is particularly acute in the context of genetic research since the research 
results from one individual may have health implications for all biological relatives. So, 
absent explicit refusal, could confidentiality be breached? 
 
From a consequentialist perspective, confidentiality and privacy requirements could 
be outweighed when the disclosure of a deceased individual’s research results is 




Our analysis of international guidelines, national laws, and the literature demonstrates 
that although the frameworks regarding the privacy and confidentiality of clinical and 
research information is well established (albeit not homogenous), guidance is 
generally absent in the post-mortem context. 
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Moreover, international guidelines show the development of two parallel paths. On 
the one hand, most guidelines require the respect of privacy and confidentiality of 
research results[104] and of the research participant’s objection to disclosure (unless 
there are exceptional circumstances).[105] On the other hand, there is a more 
“familial” path that considers genetic information to belong to the family and even 
more so after the death of the research participant. Hence, the non-respect of the 
deceased’s wishes against disclosure could be outweighed by the health interests 
and needs of family members.[106] 
 
Our study of Canadian, American, and French cases and legislation demonstrates the 
lack of consensus regarding the disclosure of deceased individuals’ genetic 
information to related family members. At one end of the spectrum, the Canadian 
approach (through provincial law) allows unconsented disclosure of medical 
information if such communication is necessary to determine the existence of a 
genetic or family disease. The American laws and guidelines as well as case law limit 
such disclosure to particular situations characterized by conditions such as the 
possibility of avoiding or preventing the development of a genetic disease. French law 
prohibits disclosure of deceased individuals’ medical information, unless made in 
order to understand the causes of death, defend the memory of the deceased, or 
assert a legal heir’s rights. In spite of these differences, none of these countries have 
legislation addressing directly the particular issue of return of deceased individuals’ 
research results to family members. 
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While confidentiality is considered a cornerstone of the patient/physician relationship 
and, by extension, of the participant/researcher relationship, the study of international 
guidelines and national laws and regulations clearly show that this right is not 
absolute. 
 
Since deceased and living individuals may have competing interests, a brief analysis 
of this issue through the two ethical theories of principlism and consequentialism 
allowed us to identify six key elements that must be taken into consideration when 
considering the return of research results of a deceased participant: 
1. The global impact of the return of deceased individuals results on research in 
general; 
2. The sensitivity of research results;  
3. The time elapsed since the death of the research participant; 
4. The deceased’s wishes, memory and/or reputation; 
5. The family members’ wishes to receive (or not) the research results; and 
6. The relevance of the research results for the health of the living relatives. 
 
These six elements must be balanced and only then it will be possible to determine 
the ethics of the post-mortem return of research results. 
 
Nevertheless, these criteria are only the beginning of what should be a debate. In 
fact, the key to a return of results policy “is adequate justification — the benefit to 
society or to a specific individual must outweigh the harm done through 
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disclosure.”[107] Since the literature review found few arguments purporting that the 
dead can be really harmed,[108] the balance of interests (or adequate justification) 
will rarely tilt in favor of the deceased when the previously mentioned six criteria are 
met. 
 
Nevertheless, both bioethics and the law should distinguish between the rights of the 
living and those of the deceased. The current legal protection of confidentiality, 
developed for living individuals, must consider these six elements in order to be 
adapted to the post-mortem context. Only then could the balance between the 
interests of the deceased versus the living be properly attained, as suggested by the 
World Health Organization.[109] While laws do not clearly resolve the question of 
return of results of deceased participants to family members, future ethics and 
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En conclusion, malgré le développement d’un mécanisme d’harmonisation juridique 
et éthique permettant d’évaluer la disponibilité des données de personnes décédées 
à des fins de recherche, le caractère particulier, notamment familial, de l’information 
génétique ne permet pas une dissociation complète entre l’individu et ses données. 
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Les préoccupations ante mortem du participant, les volontés des membres de la 
famille biologique et la nature même des résultats de recherche doivent être 
considérées au même titre que le cadre normatif applicable. C’est à cette seule 
condition que l’équilibre entre les intérêts des personnes décédées et vivantes peut 
être atteint, de manière à ancrer l’autonomie de la personne dans un contexte non 
individualiste basé sur une relation de confiance entre chercheurs et participants. 
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